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In Congress 


Two bills have been introduced by 
Representative Delaney to amend the 
Federal Food, Drug, and Cosmetic Act. 
H. R. 2244 provides for the regulation 
of chemicals in cosmetics. H. R. 2245 
provides for the regulation of chemical 
additives in food. 


H. R. 2244 
A BILL 
To amend the Federal Food, Drug, 


and Cosmetic Act by providing for the 
regulation of chemicals in cosmetics. 


67 


Be it enacted by the Senate and House 
of Representatives of the United States 
of America in Congress assembled, That 
section 201 of the Federal Food, Drug, 
and Cosmetic Act is amended by add 
ing the following paragraph 

“eeD The 
means any substance which (1) is in- 
tended for (A) cosmetic or 
component thereof, or (B) to preserve 


term ‘cosmetic chemical’ 


use as a 


or alter any cosmetic or any character- 


istic of anv cosmetic: and (2) is not 
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generally recognized, among 
qualified by scientific training and ex 


perience to evaluate the safety of such 


experts 


substances, as having been adequately 
tested to show that it is not poisonous 
or deleterious, or is a 
deleterious substance which is not gen- 
erally recognized by such experts as 
having been adequately tested to show 
that it for use in cosmetics.” 


poisonous or 


is Sale 


Sec. 2. Section 201 (1) (2) of such 
Act is amended by changing the semi- 
colon to a period and deleting the 
words “except that such term shall not 
include soap”. 


Sec. 3. Section 301 of such Act is 
amended by changing “404 or 505” in 
subsection (d) to “404, 505, or 605”; 
and “404, 505, 506, 507, or 704” in 
subsection (j) to “404, 505, 506, 507, 
605, or 704”. 


Sec. 4. Section 304 of such Act is 
amended by changing “404 or 505” in 
subsection (a) and (d) to “404, 505, 
or 605”. 

Sre 5 Section 601 of such Act is 
amended by changing subsection (a) to 
read as follows: 


“(a) If it bears or contains any 
poisonous or deleterious substance which 
may render it injurious to users under 
the conditions of use prescribed in the 
labeling thereof, or under such condi 
tions of use as are customary or usual: 
Provided, That this provision shall not 
apply to articles containing any coal- 
tar or intermediate thereof which coal 
tar or intermediate thereof alters the 
the hair, when such articles 
are applied to the hair under the con 


color of 


ditions of use prescribed in the labeling 
thereof or under such conditions of use 
as are customary or usual, if the Admin- 
regulation finds that such 
may be used by the 
likelihood of and the 
label of which bears the following leg 


istrator by 


articles public 


without harm 


end conspicuously displaved thereon: 
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‘Caution—This product contains ingre 
dients which may cause skin irritation 
on certain individuals and a prelimi 
nary according to accompanyi 
directions should first be This 
product must not be used for dyeing ihe 
eyelashes or eyebrows. It must be kept 
out of the and away from the 
areas around the eyes. 
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test 


made 


eves 
Failure to fol 
low these instructions may result in 
blindness.’, and the labeling of which 
bears adequate directions for such pre 
liminary testing. For the purposes ot 
this paragraph and paragraph (e), the 
term ‘hair dye’ shall not include eyelash 
dyes or eyebrow dyes.’ 

Sec. 6. Section 601 is further amended 
by adding the following paragraph 


“ 


(f) If it bears or contains any cos 
metic chemical, unless the use of such 
cosmetic chemical in such cosmetic has 
been approved pursuant to section 605.” 

Sec. 7. Act 1s 
following para 


Section 602 of such 
amended by adding the 
graph: 

“(e) labeling 
the common or usual name of the cos 


Unless its bears (1) 


metic chemical, and (2) in case it is 
fabricated 
ents, the 
such 


more ingredi- 
usual name of 
Provided, That 


two or 
common or 


from 


each ingredient: 


to the extent that compliance with the 


requirements of clause (2) of this para- 
impracticable, or results in 


deception or 


graph is 
unfair competition, or 1s 
best 
sumer, exemptions shall be established 


not in the interest of the con 


by regulations promulgated by the 
Administrator.” 

Sec. 8 The 
be added to « hapter VI of 


following section shall 


Act: 


such 
“COSMETIC CHEMICALS 


“SEC 605 (a) No shall 1! 
troduce or deliver for introduction into 


person 
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The Development of 


PHARMACOPOEIAS 
By GEORGE URDANG 


The Author, Professor at the University of Wisconsin School of Pharmacy 
at Madison, Believes that Achievement of a Unification of Pharmaco- 
poeias Will Depend on, and Testify to, Unification of the World. This 
Article Is Reprinted from the Bulletin of the World Health Organization 


[' HAS BECOME CUSTOMARY to call the pharmacopoeia “the 
bible of the pharmacist.” Like most of the aphoristic statements 
supposed to illuminate the essential of a somewhat complex situation, 
this metaphor is standing on one leg only. While the “book of books” 
which we call “Bible” breathes eternity that may be differently inter 
preted but cannot be changed, the very usefulness of the pharmaco 
pocia is determined by the periodical changes it has to undergo to keep 
pace with the latest progress in the sciences on which it is based 


If this is the metaphoric leg dangling in the air, the other one ts all 
the stronger. Since the first introduction of legally enforced stand 
ards, these books have been to the pharmacist the most obvious source 
of, and check on, his professional responsibility in quite a similar way 
as the Bible has been the source of, and check on} the human respon 


sibility of the faithful believer. 


69 
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Terms Used for Legally Enforced Pharmaceutical Standards 


It was comparatively late that the term “pharmacopeeia’” (or 
“pharmacopoea”) became the generally recognized designation for an 
official book of pharmaceutical standards. The term is supposed to 
have been used for the first time in the second or third century A.D. by 
the Greek author Diogenes Lzrtius, known for his book, The Lives of 
the Philosophers. What he understood by “#apsaxoToua,” however, was 
the preparation of medicines as such, not the title for a book dealing 
with medicines. Composed of the words “apuexov” (charm, poison, 
drug) and “Toew” (to make), the new term had as good an etymolog- 
ical pedigree as possible. 


In 1548 a book appeared at Lyon authored by Jacques Du Bois 
(Latinized Sylvius), famous French physician and ardent Galenist 
(1478-1555), which bore the title Pharmacopwa, libri tres. Thus, the 
term of Diogenes Lertius was revived in a modification of meaning 
that proved to be fruitful. In 1560 the German physician, Bret- 
schneider-Placotomas, called his formulary printed at Antwerp Phar- 
macopeia in compendium redacta, and in 1561 there appeared at Basle 
the Pharmacopaa mediomatrica (pharmacopccia of Metz) prepared by 
the Alsatian physician, Anutius Forsius. 


First Use of ‘‘Pharmacopoeia”™ to Designate Official Standard 


All three books were private publications without any official 
character. It was not until 1573 that the term “pharmacopoeia” was 
used as the designation of an official pharmaceutical standard. It 
appeared in the title of the second edition of the book issued as the 
legally enforced pharmaceutical guide for the pharmacists and physi 
cians of the city of Augsburg. While the first edition, issued in 1564, 
hore the title Enchiridion, sive ut vulgo vocant dispensatorium, compos- 
itorum medicamentorum, pro Reipub. Augstburgensis Pharmacopais, the 
title of the second edition reads Pharmacopaia, seu Medicamentarium pro 
Republica Augustana. Although still here and there the terms “antido- 
tarium” (from the Greek “avrdoros” = given against) and, especially, 
“dispensatorium” continued to be used, the designation “pharmaco- 
poe(ija” became predominant from the end of the sixteenth century on. 
Used originally for all kinds of formularies, issued with and without 
official recognition, it gradually gained the distinctive quality of an 
official term for a legally enforced book. 
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Sources and Precursors of **Pharmacopoeias”’ 


Sources——As sources for the legally authorized pharmaceutical 
standards we may, up to the late eighteenth century, consider the en- 
tire literature on drugs of the Graeco-Roman and the Arabian period 
That includes publications written in Western Europe, especially in 
Italy, from the early Middle Ages up to the late fifteenth century 
Hence, everything pertaining to pharmacy in the books of the Hippo- 
cratic Corpus (fifth to third centuries B.c.), of Pliny (first century 
A.D.), of Galen (130-201 a.p.) and of the later Graeco-Roman compilers 
served as source material. As to the simple drugs, the book of Peda 
nios Dioscorides (first century A.D.) on materia medica was extracted 
by the compilers of the legally enforced pharmacopeeias until the end 
of the eighteenth century. It was supplemented in this respect by the 
Circa Instans or Liber de Simplici Medicina, authored by the Salernitan 
Matthaeus Platearius (twelfth century). Of the Arabs, it was espe 
cially Rhazes (865-925) and Avicenna (980-1035) whose treatises fur 
nished material for the later pharmacoperias. 


Precursors —There was a group of books, written mainly after 
1000 a.p. (with one remarkable exception, the formulary compiled in 
the first century ap. by the Roman Scribonius Largus), which not 
only have been used as sources by the compilers of the “pharma- 
copeeias” to an even still greater extent than the Graeco-Roman and 
Arabian treatises mentioned above, but have to be regarded as pre 
cursors of the legally enforced formularies. As a matter of fact, in 
arrangement and way of presentation, these medieval and early post- 
medieval books resemble so much the first “official” pharmacoperias 
that it is primarily the legal sanction which marks the distinction. 
The most important of these percursors were : 


(a) Scribonius Largus’ Compositiones medicamentorum (first cen- 
tury A.D.), the first and for a long time only general formulary devoted 
primarily to pharmaceutical activities, that is, consisting mainly of a 
list of formulas for compounded drugs with explanatory annotations 
and the description of some simple drugs. 


(b) Antidotarium Nicolai (about 1100 and enlarged and commented 
upon about 1150 by the Salernitan Matthaeus Platearius). It was in 
all probability this book that was referred to as the standard to be 
followed in the law of Frederick II separating pharmacy from medi- 
cine in the kingdom of the Two Sicilies (1240). 
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(c) Antidotarium Nicolai Myrepsi (thirteenth century), the author 
being a native of Alexandria who practiced medicine in Byzantium. 

(d) Antidotarium or Grabadin of Pseudo-Mesue, in all probability 
written in the thirteenth century in Italy by a European having full 
knowledge of the drug armamentarium of the Arabian world and pre- 
senting it in a way most adequate to the needs of the Western world 
of his time. As a matter of fact, the Lwminare majus of the Italian 
apothecary Joannes Jacobus Manlius de Bosco, written in the second 
half of the fifteenth century and given legal force in Nuremberg in the 
early sixteenth century (1529), was essentially a commentated-upon 
edition of Pseudo-Mesue’s Grabadin. There was no official or unofficial 
pharmaceutical book of formulas up to the late seventeenth century 
that did not lean heavily on the “divine” Mesue. 


Conditions for Establishment of Pharmacopoeias 


There have been from the beginning of recorded history various 
groups of people dealing in and preparing drugs. But, in principle, 
drug preparation and the practice of medicine were in the hands of the 
very same practitioners, and it is hard to say whether in modern 
terminology they were to be regarded as physicians dabbling in phar- 


macy or as counter-prescribing pharmacists. Anyway, under such 
conditions the literature written for and used by these people had to 
furnish information on both subjects, the medical and the pharma 
ceutical. At the height of the development of Graeco-Roman lay 


medicine the physicians were even admonished by prominent repre- 
sentatives of public opinion as well as by their outstanding colleagues, 
for instance by Pliny in the first century a.p. and by Galen about a 
century later, to do their drug preparing themselves and not to trust 
the drug sellers. The Compositiones of Scribonius Largus, the only 
known compilation of this period mainly devoted to pharmaceutical 
activities and resembling the later formularies, contains likewise a 
warning against the dubious practice of the pigmentarii. Hence, the 
book certainly was not written for the benefit of these more or less 
irregular drug vendors but rather for the information of those (wives 
and servants) supposed to have prepared the medicine under the guid 
ance and supervision of the physician. 

Al literature destined to be used by and even to be made obligatory for 
a group of specialists in rebus pharmaceuticis could not be expected until 
such a group existed and had grown into general recognition. /lence, the 
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issuance of official pharmacopa@ias was based on two presuppositions: (1) 
the separation of medicine from pharmacy at least as a matter of principle; 
and (2) the existence of a public-welfare system of which pharmacy was 
made an inherent part. 


Rather uncertain and occasional beginnings of such a system, 
including pharmacy, can be found in Byzantium. They became more 
definite in the countries under Arabian domination after the eighth 
century and were given their basic Western European sanction in the 
health and hygiene legislation promulgated in the kingdom of the 
Two Sicilies and concluded in 1240 with the law of Frederick II of 
Hohenstaufen concerning the separation of pharmacy from medicine. 
It was this law that for the first time on European soil, at least as far 
as a larger political unit was concerned, decreed governmental inspec 
tion of the pharmaceutical shops, the supervision of the work done 
by the pharmacists and the use of a certain formulary according to 
which medicaments were to be prepared. It seems but natural that 
this formulary was the Antidotarium Nicolai compiled at Salerno about 
1100 and enlarged and annotated by Matthaeus Platearius in 1150. 
Since, however, there is no historical evidence confirming this assump 
tion, only the fact that in 1240 a kind of legalized pharmaceutical 


standard was referred to can be stated with certainty. 


Reasons for Issuance of ‘‘Official’’ Standards of Pharmacy 

It seems amazing that a quarter of a millenium, more than 250 
years, had to pass after the promulgation of the law of Frederick II, 
king of the Two Sicilies and emperor of Germany, until the first official 


pharmacopeeia of which we have historical evidence was published 
the Florentine Nuovo Receptario. The explanation lies in the fact that 
the idea of the responsibility of the state for the health and the general 
welfare of its citizens, of which Frederick II had been a pioneer, found 


only slowly its practical recognition, 

Was it lack of other pertinent literature which caused the issuance 
of “official” pharmaceutical standards? It does not seem so. The Anti- 
dotaria Nicolai Salernitani and Nicolai M yrepsi, together with the Graba- 
din of Pseudo-Mesue and the commentaries to these books (among 
which the Compendium aromatariorum of Saladin de Asculo, physician 
in ordinary to the prince of Tarentum about 1450, merits special men- 
tion), served rather sufficiently the purpose of instructing the pharma- 
cist about the then known drugs, their preparation and preservation. 
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From the early sixteenth century on, finally, quite a number of pri- 
vately compiled formularies were issued. Hence, it was not so much 
the lack of literature as the different views expressed and the varying 
interpretation given in the private books that caused a demand for a 
standard warranting uniformity in kind and strength of the drugs to be 
prescribed by the physicians and to be dispensed by the pharmacists in 
the territory of the political unit for which a special pharmaceutical 
book of standards was legalized. It may be permissible to suggest the 
following general definition : 


A “pharmacopaia” in the modern sense of the word is a pharmaceutical 
standard intended to secure uniformity in the kind, quality, composition 
and strength of remedies approved or at least tolerated by the representa- 
tives of medicine within a particular political unit and made obligatory for 
this unit, especially for its pharmacists, by the authorities concerned. 


This desire for uniformity has remained the primary, but by no 
means the only, reason for the issuance of “official” pharmacopceias. 
There have been other reasons. In earlier days, for instance, the 
concept was of some bearing that drugs originating in a certain country 
had a mysterious and especially beneficial relationship to the bodies 
of the residents of their common habitat. Up to the present, an 
important reason has been the desire of meeting not only special health 
needs but also economic peculiarities of the area concerned by includ- 
ing products of its own soil and industry and excluding, as far as 
possible, products of foreign origin. Scientific emulation and dif- 
ferences of opinion as to the scope of a pharmacopeeia have been 
further reasons for the issuance of separate standards. 

That these incentives increased steadily in the course of time can easily be 
proved, and they were activated and given their opportunity by another and very 
potent factor: the rising nationalistic ideology. An own pharmacopoeia became 
gradually a matter of national ambition, a part and a proof of national sovereignty 
and unity. It is by no means unlikely that, for instance, the Antidotarium Man- 
tuanum of 1559 owes its existence not so much to some urgently felt necessity as 
to the desire of Guglielmo Gonzaga, Duke of Mantua from 1550 to 1587, not to 
be outshone by the Medicean Cosimo I, Duke of Florence, under whose govern- 
ment the second edition of the Florentine pharmaceutical standard had appeared 
in 1550.’ 

In the preface of the Pharmacopaia Londinensis of 1618 the reasons 
for the issuance of this first Anglo-Saxon pharmaceutical standard, 
imposed by King James | on March 20 on “all and singular Apothecaries 





1G. Urdang, Journal of the History of 
Medicine and Allied Sciences (1946), p. 46 
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within this our Realme of England or the dominions thereof,” are 
stated as follows: 

We do perceive, however, that many national groups did not content them- 
selves with the old masters, with Mesue, Silvius, Nicolaus and the others but 
wanted their own antidotarium. . . . Why should not the citizens of London 
have their own? Like unto a suitable garment, the appreciation of which does not 
arise so much from its being precious, but from its being appropriate and well 
adapted to English bodies. Furthermore, too much variety is more apt to confuse 
than to instruct us. . . . How long could the poor pharmacists endure in out 
country, if they were thrown, as it were, into various currents, tossed a thousand 
times hither and thither? . . . Thus the same preparation has been subjected to 
as many concepts as there are apothecary shops. . . . We propose to stabilize 
this fluctuating state of pharmacy . . . by means of this little book as by means 
of an anchor, firmly cast.” 


Various Types of Pharmacopoeias 

There have been differences of opinion as to the “officiality” of 
the Nuovo Receptario compiled by the Doctori Della Arti et Medicina 
Della Inclita Cipta Di Firenze and published in 1498. The argument of 
those doubting this officiality is that “the most important proof, the 
objective [documentary] evidence of the legal validity is missing.” 
As alluring as this argumentation seems to be, it does—in the opinion of 
this writer—overlook one decisive factor: the power of self-administration 
delegated to the guilds within the political system in the Florentine 
Republic before the Medici introduced their more or less autocratic 
regime. The Florentine guilds were not only subjected to but were, 
on their part, bearers of governmental authority and very much at 
liberty to regulate with binding power the situation within the area 
of their trade and (or) professional confines. The Nuovo Receptario 
was compiled “ad istatia delli Signori Consoli della universita delli spetiali” 
(on the instigation of the officers of the guild of apothecaries) and it 
bears the seal of the guild as the obvious sign of its “officiality.” 

It is understood that this book was based entirely on the know! 
edge of the time as represented in particular by the books of Nicolaus 
Salernitanus, Nicolaus Myrepsus and especially Pseudo-Mesue. Its 
purpose was not to promote or even represent progress but to war 
rant uniformity and to furnish the pharmacists with a handy book for 


daily use. It was a comparatively small and unpretentious book. 
It is remarkable that this first pharmaceutical standard for a par 


2G. Urdang, Pharmacopoeia Londinensis lent essay on the Dispensatorium 
of 1618 (Madison, Wisconsin, 1944), p. [29] authore Valerio Cordo of 1546 the author 
3A. Lutz, Festschrift zum 75. Geburts- presents a new and striking evaluation of 
tage von Ernst Urban (1949). In his excel- this early pharmacopoeia. 
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ticular political unit was not written in the language of the learned, in 


Latin, but in the vernacular, in Italian. It was, however, translated 
into Latin (in 1518 by Antonius Guarnerius) and was thus made avail 
able to those interested all over the Western world. 

If the “officiality” of the Nuovo Receptario has been doubted by 
some historians, that of the two pharmaceutical formularies issued in 
Jarcelona and in Saragossa, in 1535 and in 1546, respectively, has not 
been accepted by most of them. The guilds in Spain did not enjoy the 
broad privilege of setting, within their sphere of activities, rules that 
were legally binding, and there is no evidence for the legal enforce 
ment of these early Spanish books by the respective municipal authori- 
ties. Hence, the Dispensatorium . . authore Valerio Cordo, issued 
in 1546 in (and given legal sanction for) the German Imperial City of 
Nuremberg, has to be regarded as the first one of the recognized legal 
standards appearing more than 50 years after the Nuovo Receptario 

Like its Italian predecessor, this book represented Graeco-Roman- 
\rabian wisdom, but it was enlivened by the critical spirit and own 
experimental experience of its author (1515-1544). With its selection 
of formulas and its brief but clear annotations as to important simple 
drugs, medical uses of the compounds, etc., it met the needs of the 
practicing pharmacists to such an extent, especially in the version 
edited by the Antwerp apothecary, Peter Coudenberg, in 1648, that 
it was copied and reprinted again and again until the end of the 
seventeenth century. Such editions, in total about 40, appeared out 
side of Nuremberg in Antwerp (until 1662 at least 12), in Leyden 
(13 between 1551 and 1652), in Lyon (eight between 1549 and 1680), 
in Naples, in Paris and in Tubingen (in both cities as early as 1548) 
and in Venice. The book was translated into Italian (Venice, 1558) 
and into Dutch (Amsterdam, 1592). The physicians and pharmacists 
in Antwerp found the book, in Coudenberg’s modification, so practical 
that at their request it was legally enforced by the municipal authori- 
ties and remained the official pharmaceutical standard of Antwerp for 
more than a century. In the city of Nuremberg the last (fourth) 
official edition of the book was published in 1666. 


The second German official pharmacopeeia was published in 1564 
for the territory of the Imperial City of Augsburg. Although much 
more comprehensive than the book of Valerius Cordus, the Enchiridion 
... pro Reipub. Augstburgensis Pharmacopais was, like its German 
predecessor and the Nuovo Receptario, a simple book of formulas. In 
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this self-limitation it went even further than Valerius Cordus, in that 
it did not include any explanatory annotations or remarks as to the 
medical uses of the preparations listed. 

Hence, these three early official pharmaceutical standards repre 
sent the unpretentious type of pharmacopeeia devoted exclusively to 
immediate practical use by the pharmacist as far as the compounding 
of the most frequently prescribed “composita” was concerned. There 
were some scanty annotations concerning the medical uses of the 
compounded drugs and brief information on some individual “simplicia” 
and their adulteration, or no explanations at all. There was no 
attempt at general instruction or display of knowledge. 


Such an attempt was made for the first time in the second edition 
of the Florentine book, the // Ricettario of 1550, containing an informa 
tive part of 118 pages. It was followed up by the Dispensarium 
Coloniense of 1565, the later editions of the Pharmacopwia Augustana 
and in the Pharmacopawia Londinensis issued on the seventh of Decem 
ber, 1618. (The book issued on May seventh of the same year had 
still been an unpretentious formulary.) It was this type of pharma 
coperia, combining textbook and formulary, which became predominant 
in kurope up to the end of the eighteenth century, reaching its climax in 
the several cighteenth-century editions of the Pharmacopawa Wirtenbergica 


When in 1746 the revisors of the fifth edition of the London Pharmacopocia 
} 


issued that simplified revision, they inserted with pride the following statement 
in the Narrative of the Proceedings of the Commuiitee Appointed by the College of 
Physicians to Review Their Pharmacopwia: 

“The committee recommend this work with the greater zeal, that our coll 
may have the honor to be the first medical society in Lurope, which shall 
duly undertaken this reformation.” 

Hence in 1746 the medical and pharmaceutical world was told that a pharma 
coporia is not “a regular treatise of the art of pharmacy, but only a register of 
the medicines, the apothecary is to be furnished with.” The authors of this pro 
nouncement were unaware of the fact that it was not a new truth they had found 
and realized but a revival of the principles upon which the first issue of the 
Pharmacoparia Londinensis of 1618 was based. 


The return to simple purposefulness, however, was not undebated 
The idea of a pharmacoperia as a textbook-formulary combination was 
expressed in a statement. by the American physician-pharmacist 
manufacturer, E. R. Squibb, when, in 1876, he suggested that the 


United States Pharmacopeeia be revised so as to be more than “a mere 


skeleton, requiring the dispensatory as a commentary.” ° 


‘ Work cited, footnote 2, at p. [81] * The American Pharmaceutical Associa 
tion, Proceedings (1876), p. 25 
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In general, better and regular education of the pharmacists, the 
replacement of undefined (and hardly definable) drugs by well-investigated 
ones and by products of modern research and an expanded scientific 
literature have outmoded the textbook-formulary combination, Our 
modern pharmacopeeias, being books of standards rather than col- 
lections of formulas, do not offer, but presuppose adequate instruction. 


Victory of Science Over Empiricism 


The simplification of the pharmacopeeias—which started in the 
middle of the eighteenth century and was so proudly pronounced in 
the statement by the fathers of the Pharmacopaia Londinensis of 1746 
referred to above—was accompanied by (if not even to a rather large 
extent identical with) a purification from fancy drugs used on the 
basis of superstition rather than of scientific knowledge and con- 
sideration. It is understood that these drugs had to be replaced by 
others meeting the scientific requirements of the time, hence originat- 
ing from chemistry. 

Pharmacopeeias are of necessity more or less conservative. What 
ever they contain bears the seal of authority signifying approval by 
those who ought to know and who are responsible to society for admis 
sions as well as omissions. In the sixteenth and early seventeenth 
centuries the great majority of the physicians and pharmacists, and 
especially those in authority, were still ardent Galenists. Hence, it 
was comparatively late that the internal use of chemicals as advocated 
by Paracelsus (1493-1541) was recognized in official pharmacopeeias 
by the inclusion of some products of the art of chemistry. There was 
until 1613 no official pharmacopeeia containing other than a few chemicals 
for external use and gradually growing numbers of distilled waters 
and oils then regarded as “chymical.” There has come down to us a 
draft of 1589 for a planned London pharmacopeeia providing for 
“E-xtracta, Sales, Chemica, Metallica.”*® This draft, however, was never 
followed up, and we do not know which individual drugs falling into 
one or the other of the four categories listed were considered for admis- 
sion in the planned book. 

The sixth edition of the Pharmacopa@ia Augustana issued in 1613 
was the first official pharmaceutical standard to list chemicals for 
internal use. To its author, the physician Raymund Minderer (1570 ?- 
1621), goes the credit for the knowledge as well as the courage which 


* Work cited, footnote 2, at p. [11]. 
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this step required. Here they were, the simple extracts (33) and the 
more compounded ones (9), the sales artificiost from plants (14) and, 
furthermore, Sal Saturni (lead acetate), Sal Vitrioli (ferrous sulfate), 
Crocus Martis (ferric oxide), Flores Sulfuris (sublimed sulfur), Flores 
ac Vitrum Antimonii (Sb,O, with small amounts of Sb,S,), Antimonium 
Diaphoreticum (mixture of antimony oxide and potassium antimoniate) 
and Turbethum Minerale (mercuric sulfate). 

This edition and the later ones following in its wake secured for 
the Pharmacopwia Augustana world-wide distribution. In 1618 the 
book of Minderer became the official pharmaceutical standard for 
Vienna and the Austrian provinces. It was supplemented by a col- 
lection of formulas published as a Catalogus Medicamentorum Com- 
positorum. Up to 1722 all subsequent editions of the Augsburgian 
standard were given legal force in Austria. In quite a number of 
German principalities without a pharmacopeeia of their own the book 
was referred to as the one to be followed by the pharmacists. In other 
countries it was used as a pharmaceutical book of reference until the 
middle of the eighteenth century. 

Significant of the fact that in the early seventeenth century Galen 
ism still had the upper hand over the followers of Paracelsus is the 
eagerness with which Minderer tried to minimize the importance of his 
introduction of chemicals for internal use into official therapy. Ina 
treatise on vitriol, written in 1017, he explained his point of view as 
follows: 

If I do not always use remedies from the animal and vegetable kingdoms, 
but occasionally employ metallic and mineral remedies, | do this that they may 


supplement vegetables pure and simple to which new and graver, or inveterate 
diseases may not yield. This I do that medicine may not despair.’ 


The same anxiety can be found in the Pharmacopwia Londinensis 
of 1618, the chemical part of which—undoubtedly due to the Paracel 
sist Theodore de Mayerne (1573-1665)—-not only contained the chemi 
cals mentioned in the book of Minderer but even added to them (for 


instance, calomel). In the preface, de Mayerne referred to chemical 
drugs as follows: 


Although we revere the wisdom of the old masters and have arrayed their 
preparations, so to speak, in the first line of battle, nevertheless we have not 
rejected or disdained in this book the auxiliary troops of the new chemistry, 
but have granted them a place, a corner in the rear guard, so as to have them 
at the disposal of dogmatic medicine, ¢. ¢., ready for service, like auxiliaries." 


™Th. Husemann, Pharmazeutische Zeit- Pharmacopoeia Augustana (Madison, Wis 
ung (1899); English translation (by Ed- consin, 1927), p. XXXIV 
ward Kremers) in A Facsimile of the ’ Work cited, footnote 2, at p. [30] 
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Although the “troops of the new chemistry” soon came out of 
their corner and changed places with the drugs of vegetable and ami 
mal origin as far as “the first line of battle” was concerned, the old 
drug armamentarium was not, or only very slowly, discarded in the 
official pharmacopeeias. The general practice was simply to add the 
new chemicals to the old galenicals. The most significant example 
was offered by the Pharmacopaia Wirtenbergica of 1771 which con 
tained not less than 107 drugs of animal origin side by side with th: 
chemicals recommended by the Paracelsists Oswald Croll, the author 
of the famous Basilica Chymica (1009), Minderer, etc., and the more 
recent adherents of chemical therapy, Stahl, Wedel, and others. It is 
understood that this practice made these books very voluminous. ‘This 
was all the more the case since gradually the drugs coming from the 
New World, the Americas, were adopted by the European pharma 
copeeias. Guaiac wood, sassafras and tobacco leaves were listed in the 
London pharmacopeeia of 1618. Sarsaparilla appears in the edition of 
1650, and.in 1677 “Peruvian” (that is, cinchona) bark and balsam of 


tolu were included. 


To the English goes the credit for the first sincere attempt a! 
critically sifting the mass of simple and compounded drugs that had 
come down from antiquity, and especially from the Arabs, and had 
been transferred from one epoch (and its pharmacopeeias) to the othe: 


The first Pharmacopawia Edinburgensis, appearing in 1699, that is 
about 80 years after the first edition of the Pharmacopaia Londinensis, 
was, thanks to the elimination of at least some of the outmoded mate 
rial, “more concentrated than almost any other dispensatory.” In th: 
second edition, issued in 1722, the authors went still further on their 


way to purification, although they avoided being radical. “Some ar 
ticles,” they say in the preface, “we have lopt off, as not differing from 
others in virtue; or which have been introduced by the credulity o: 
superstition of our ancestors; but we have still left a great many per 
haps to be expunged by posterity ; judging it more convenient that our 
catalogue of simples should be full and even redundant, than any way 


deficient or scanty.” 

From this time on a kind of race for the palm of up-to-dateness 
developed between the compilers of the Edinburgh pharmacopeeia on 
the one side and their London colleagues and competitors on the other. 
The claim of the authors of the Pharmacopawia Londinensis of 1746 
(fifth edition) to have been the first in Europe to “have duly undertaken 
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this reformation” (see, above, under “Various Types of Pharmaco 
peeias”) gives documentary evidence to this statement. The elimina- 
tion, finally, from the edition of 1788 of the most famous of all the 
“composita” of old—of theriac and “Mithridatum,”’—was of symbolic 
as well as of factual importance. Based as it was on the classical 
“Essay on Mithridatum and Theriaca” (1745) of one of the members 
of the Royal College of Physicians of London (and its Pharmacoperia 
Committee), William Heberden (1710-1801), this omission meant the 
decisive victory of science over tradition within the history of pharma 
coperias. In the same edition of the Pharmacopwia Londinensis the 
terminology of Linnaeus was introduced for the materia medica syno 
nyms. That had been, naturally, done before in the Swedish pharma 


copeeia. Enjoying the cooperation of Linnaeus (1707-1778) and of the 


great apothecary-chemist, Scheele (1742-1786), in the late seventeenth 


century and of Berzelius (1779-1848) in the early eighteenth century, 
it has at all times belonged to the most progressive pharmaceutical 
standards. 


\s to the modern chemical nomenclature (based on Lavoisier’s 
oxygen theory and offered to the world in the famous pamphlet pub 
lished by Guyton de Morveau in cooperation with Lavoisier, Berthollet 
and Foureroy in 1787), the credit for having been the first official 
pharmaceutical standard to adopt it goes to the Pharmacopawa I/ispana, 
published in 1794. It was, however, the acceptance of this nomenclature 
by the first edition of the Pharmacopaa Porussica, backed by the au 
thority of the famous pharmacists-chemists, M. TH]. Klaproth, S. F 
Hermbstadt and V. Rose, Jr., that gave the signal to general recogni 
tion, In England, the Pharmacopata [E-dinburgensis followed the Spanish 
and Prussian example in 1803, the Pharmacopwia Londinensis in 1809 


The further development of the official standards of pharmacy 
followed closely, although not always very quickly, the progress of the 
sciences concerned and gave steadily increasing consideration to the 
situation created by the development of a large-scale pharmaceutical 
industry based on the application of science. It seems almost incredible 
that it was not before 1827 that the Pharmacopwa Porussica (fourth edi- 
tion) permitted the purchase of chemicals “which can be purchased 
genuine from industrial plants and the preparation of which by the apoth 
ecaries is not without some danger and inconvenience” and that it was 
as late as 1862 that in the seventh edition of the same book the Prussian 


apothecaries were allowed to purchase all products “the preparation 





PAGE 82 FOOD DRUG COSMETIC LAW JOURNAL—FEBRUARY, 1953 


of which by the apothecary would be inexpedient,” leaving, however. 
to the latter the full responsibility for everything dispensed by him to 
the public. 


Pharmacopoeias as Witnesses of World History 


The idea of official pharmaceutical standards was first realized in 
the city-republics of the Renaissance period. The reason for this 
phenomenon is obvious. It was in these political units, wealthy as 
well as open-minded because of their world-wide trade connections, 
that the ideas of civic responsibility as stated and propagated by the 
humanists found a receptive soil. With the growth of princely power 
and of political unification and consolidation leading to the develop- 
ment of states larger and more powerful than the city-republics (and 
in many cases amalgamating the latter), the city pharmacoperias 
gradually disappeared and were replaced by state pharmacoperias, every 
change in the political structure being mirrored by the official stand- 


ards of pharmacy. 
A most remarkable example for this expression of political changes 
by the pharmacopeeias is offered in the Low Countries. Almost all of 


the bigger cities in this area, the present Belgium as well as the present 
Holland, issued official pharmacopceias at one time or another. For 
Antwerp, as referred to above, Peter Coudenberg’s revised edition of 
the Dispensatorium . . . authore Valerio Cordo was the official pharma 
ceutical standard for about a century. For the territory under Austrian 
rule after the peace of Rastatt (1714), the Dispensatorium Pharmaceuticum 
Austriaco-Viennense (1729), reprinted at Brussels in 1747 and at Louvain 
in 1774, was given the authority of a legal standard. A translation of 
the 1774 reprint in Dutch was published in 1781 at Rotterdam under 
the title Apothek der Oosterryksche Staaten. In the wake of the French 
Revolution (1780), a “Batavian” republic was established which was 
in existence from 1795 to 1806. The result as to pharmacy was the 
first national pharmacopovia for the whole territory of the Low Countries, 
the Pharmacopea Batava issued in 1805 at Amsterdam. It remained in 
force during the period of the “Kingdom of Holland” under Louis 
Bonaparte (1806-1810), the French domination of the Low Countries 
(1810-1815) and the first eight years of existence of the “Kingdom of 
the Netherlands” established in 1815 by the Congress of Vienna. In 
1823 the Pharmacopawa Batava was replaced by the first official pharma- 
ceutical standard to bear the title Pharmacopaa Belgica. Its translation 
into Dutch appeared in 1826 for the Dutch part of the Netherlands 
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under the title Nederlandsche Apotheek. When in 1831 Belgium and 
Holland were separated, they still retained for about 20 years the books 
issued in 1823 and 1826. It was not until 1851 that for Holland the 
Pharmacopaa Neerlandica was published and not until 1854 that for 
Belgium the Pharmacopaa Belgica Nova appeared. 


The congruity between the fundamental ideology of a political 
unit (on which the constitutional framework is based) and its materiali 
zation in daily life has found a most significant expression in the origin 
and the development of the Pharmacopaia of the United States of 
.Imerica. It offers a most impressive realization of the idea of free 
enterprise and of adequate representation. Published in 1820 not by 
the authority of the government but, as the title page proudly pro- 
nounces, “by the authority of the Medical Societies and Colleges,” that 
is, aS a private venture, the book has remained a private undertaking 
up to the present day, issued since 1910 “by the authority of the 
United States Pharmacopeeial Convention.” That the fathers of the United 
States Pharmacopoeia were very well aware of what they were doing 
becomes obvious from a review published in the first medical journal 
to appear in the United States, the Wedical Repository, soon after the 
publication of the 1820 USP. 

“France,” the reviewer wrote, “by command of her Monarch has 
furnished her CODEX, but it remained for American Physicians to 
frame a work which emanates from the profession itself, and is founded 


on the principles of Representation. It embodies a Codex Medicum of 


the free and independent United States.” 


Being a private enterprise, the Pharmacopaia of the United States of 
America has never been an “official” pharmaceutical standard in the 
sense in which this term has generally been understood. The Federal 
Food and Drug Law of 1906 and its successor, the Food, Drug, and 
Cosmetic Act of 1938, have made the Pharmacopaia of the United States 
of America and the National Formulary (a supplementary standard issued 
by the American Pharmaceutical Association since 1888) the legal 
American standards for drugs, thus granting these private books legal 
recognition as far as the trade in drugs in general is concerned. As to 
the legal validity of the book in and for pharmacy in particular 
making, for instance, the presence of a copy of the newest edition and 
all supplements in each pharmacy obligatory—it is left to the legisla 
tion of each of the individual states of the union to decree it. 
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A study on “Pharmacopceias as Witnesses of World History” 
dealing with the most important European countries appeared in 1946 
in the Journal of the History of Medicine and Allied Sciences (Volume 1). 
At this place the following tabulation may suffice. 


First Editions of National Pharmacopoeias 
(The term “national pharmacopeias” refers to books of pharmaceutical 
standards made official for political units other than city republics or municipalities.) 


1573—Ricettario Fiorentino (made official for the Grandduchy of Tuscany, the 
previous editions official only for the City Republic of Florence. It was followed 
by similar books for other Italian states). 


1618—Pharmacopaia Londinensis (made official for the “Realme of England 
or the dominions thereot’’). 


1698—Dispensatorium Brandenburgicum (the first official pharmacopwia for 
a larger political unit on German soil. It was followed in the eighteenth and 
nineteenth centuries by similar books for other German states). 


1699—Pharmacopaia Edinhburgensis (made official for Scotland). 


1729—Dispensatorium Austriaco-Viennense. (1774—Pharmacopawa Austriaco 
Provincialis.) (1812—Pharmacopwa Austriaca.) 


1772—Pharmacopawa Danica 
1775—Pharmacopaa Svecica 


1778—Pharmacopa@a Rossica (the use of other pharmacopavias by the Russian 
pharmacists was explicitly permitted). (1866—Rosstiskaya Pharmacopeya.) 

1794—Pharmacopeia geral para o reino, e dominios de Portugal. (1876—Phar 
macopea Portugueza.) 

1794—Pharmacopawa Hispana 


1805—Pharmacopwa Batava (for the Batavian Republic existing from 1795 
to 1806 and comprising the whole Low Countries). 


1807—Pharmacopaia Collegii Medicorum Regis et Regine in Hibernia (so-called 
Dublin Pharmacopaia). 

1817—Pharmacopawia Regni Polonia. (1937, a new edition for the revived 
country.) 

1818—Codex Medicamentarius sive Pharmacopaa Gallica 

1819—Pharmacopaa Fennica. 

1820—The Pharmacoparta o} the United States of America 


1823—Pharmacopawa Belgica (for the Kingdom of the Netherlands existing 
from 1815 to 1831 and comprising the whole of the Low Countries; a translation 
into Dutch appeared in 1826 under the title Nederlandsche Apotheck). 


1837—Pharmacopwa Graeca. 
1851—Pharmacopwa Neerlandica (for the present Holland). 
1854—Pharmacopwa Belgica Nova (ior the present Belgium). 


1854—Pharmacopwa Norvegica 
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1862—Pharmacopawa Romand (Roumania). 
1864—British Pharmacopaia 


1865—Pharmacopera Helvetica (otficial for all but three cantons; third edition, 
1893, for all cantons except Glarus; fourth edition, 1907, for all of Switzerland) 


1871—Pharmacopewa Hungarica 
1872—Pharmacopawa Germanica 
1874—Neuva Farmacopea Mexicana 
1881—Pharmacopawa Serbica 
1882—Pharmacopaa Chilena 
1886—Pharmacopaa Japonica 
1888—Pharmacopea Croatica-Slavonica 
1892—Farmacopea ufficiale del Regno d'Italia 
1898—Farmacopea Venezolana 
1898—Farmacopea Nacional Argentina 
1928—Pharmacopeia dos Estados Unidos do Brasil 


1937—Pharmacopwa Estonia 


Compilation of Pharmacopoeias 
Up to the late eighteenth century it was mostly physicians who 
took care of, or at least conducted, the compilation of the official 
pharmacoperias. The most remarkable exception, according to R. 
Folch y Andreu, was offered in Spain, where the early local pharmacoporias 
(Barcelona, Saragossa and Valencia as well as the second edition of the 
official standard for Madrid issued in 1762) were prepared by the re 


spective pharmaceutical associations and submitted to the medical 


associations for their approval.® 


This medical monopoly naturally did not mean that pharmacists 
were not asked for their advice and cooperation. As a matter of fact, 
this has been the case from the very beginning of the appearance of 
official pharmacoperias. Since the Florentine Nuovo Receptario (1498) 
was prepared on the instigation of the guild of spetiali, it can be as 
sumed that the members of the guild made suggestions which were 
given consideration. Of the second edition of this standard, the F/ 
Ricettario of 1550, we know that its preparation was conducted by a 


committee consisting of two physicians and two pharmacists. 


*R. Folch y Andreu, Die Vortrige der Geschichte der Pharmazie in Basel (Mitten 
Hauptversammlung der Gesellschaft fiir wald (Bayern), 1934), p. 212 
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To take England, and the Pharmacopaia Londinensis in particular, 
as an example, the preface of the very first edition (1618) mentions 
the fact that “some of the most experienced apothecaries” were asked 
for their advice in matters of a more or less technical nature. In 
1785 the College of Physicians of London officially invited the Society 
of Apothecaries to cooperate in the revising of the London phar- 
macopeeia (which appeared in 1788) in order “‘that it should be as correct 
and free from errors as possible, and that all the formulae should be 
such as can be easily prepared by the gentlemen of your Society.” 
The Society of Apothecaries, developing as it did into a medical 
organization, was soon not able any more to offer the special kind of 
aid wanted. The editions of the London pharmaceutical standard of 
1809 and 1824 were criticized with the utmost acrimony by a learned 
pharmacist, Richard Phillip. The gentlemen of the College of Physicians 
of London answered this criticism by commissioning Phillip to trans- 
late the book of 1824 and to prepare a commentary on it and by placing 
the editions of 1836 and 1851 under his very successful editorship. 


Since the replacement of the London, Edinburgh and Dublin phar- 
macopceias by one book, The British Pharmacopaia, the first edition of 
which appeared in 1864, representatives of the Pharmaceutical Society 
of Great Britain had been given a prominent and well-defined place in 
the Pharmacopeia Committee of the General Medical Council and in 
1926 a permanent Pharmacopowia Commission was created in which 
pharmacy and medicine have equal representation. 


In France, the medical faculties and societies, issuing in the seven- 
teenth and eighteenth centuries the local pharmacopceias preceding the 
national book of 1818, guarded somewhat jealously the monopoly of 
directing the compilation of these standards. But like their brethren 
in other countries, they took advantage of the technical knowledge of 
the pharmacists. This is evidenced, for instance, in the preface to the 
Codex Medicamentarius seu Pharmacopawa Parisiensis of 1758 which, in 
English translation (from the Latin original), read as follows: 


In order not to neglect anything, the [medical] faculty has invited to par- 
ticipate in the work the Parisian pharmacists considered as most experienced in 
dealing with medicines who, with all possible eagerness, have examined faithfully 
the suggested formulas for [compounded] drugs as to the most serviceable way 
of preparation and, after having diligently repeated the operations as often as 
has seemed necessary, have led the whole thing to a happy and convenient 
success. 
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The law of “Germinal 21 of the year XI” (April 11, 1803), which 
furnished the legal basis for the French national pharmacoperia of 1818, 
provided for a committee composed of professors of the Parisian 


medical faculty and of professors of the Parisian school of pharmacy. 
Hence, from the start, there was a healthy equilibrium established be- 
tween medicine and pharmacy in the preparation of, and responsibility 
for, the French national pharmaceutical standard. 


In the wake of the development of a drug therapy based on the 
application of the fundamental sciences — especially of chemistry, 
physics and biology—the preparation of pharmacopccias all over the 
world has developed into a teamwork in which medicine and pharmacy 
have become partners, with the responsibility for the scientific-tech 
nical part resting on the latter while medicine remains responsible for 
the admission and omission of drugs and all matters asking for medical 
judgment, such as pharmacodynamics, posology and diagnostic tests. 
Since the United States represents the only greater political unit in 
which the way of preparing a legally recognized pharmaceutical stand 
ard has not been dictated by governmental rule but left to the given 
circumstances, it offers the best example for the gradual shift. From 
the second (Philadelphia) edition of the USP (1831) on, the pharmacist’s 
part in the revision work increased steadily in importance as well as 
in volume until, in 1878, organized American medicine left the re 
sponsibility for the continuation of the USP to the American Phar 
maceutical Association. In 1900 this responsibility was given a solid 
basis in a permanent organization founded by the American Phar 
maceutical Association and called “The United States Pharmacopcial 
Convention.” Given the full cooperation of organized American 
medicine and all groups within the science, government and industry 
interested in up-to-date drug therapy, the United States Pharma 
copcerial Convention has succeeded in approaching the highest ideals 
of cooperative endeavor in the field. 


There appeared in 1926 in The Chemist and Druggist an article 
entitled “The Process of Compiling Pharmacopcrias in Twenty-Three 
Countries,” ?® which gave for that time and, mutatis mutandis, still gives 
a comparatively adequate picture. The countries under consideration 
were: Argentina, Austria, Belgium, Croatia-Slavonia, Denmark, Fin 
land, France, Greece, Germany, Hungary, Italy, Japan, Netherlands, Nor 





” Editorial, The Chemist and Druggist 
(1926), p. 51. 
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way, Portugal, Roumania, Russia, Serbia, Spain, Sweden, Switzerland, 
United States of America and Venezuela. The following is quoted 
from the summary given in the article: 

Of these twenty-three pharmacopwias two are due to private initiative— 
United States and Venezuela—that is to say, no Government department was 
responsible for their compilation or publication, although they are recognized 
as the official standards. In all the other twenty-one countries the enforcement 
of the national pharmacoperias pertains to the State . . . and the same applies 
to the appointment of the members of the several pharmacopeeia Commissions. 
. Only Spain departs somewhat from this general rule inasmuch as a private 
body—the Royal Academy of Medicine—is entrusted with the preparation of the 
pharmacopaia, but the draft is subject to ministerial as well as Royal approval. 
Leaving out of consideration Serbia, where the pharmacoperia of 1908 was a 
bureaucratic production, the total number of effective members of the phar- 
macopeia Commissions responsible for the editions actually in force aggregated 
352 of which the medical profession claimed 129 (professors and medical prac- 
titioners), while teachers of pharmacy and Government pharmacists numbered 
79 and pharmacists in business totaled 88. In ten countries the cooperation of all 
those interested in this work was sought, and in some extensive use was made 
of the services of individual pharmacists and manufacturers.” 


The main difference between the situation in 1926 and today seems 
to be the fact that now it is not in the minority but in the majority of 
the countries, if not even in all of them, that “the cooperation of all 
those interested in this work” and especially the “services” (scientific 
and technical) of manufacturers are sought. 


Way to Unification 

Pharmacy, like medicine, being an organized human attempt to 
meet elementary human needs not restricted to nationality, creed or 
environment, it is by its very nature international. Hence, there has 
been, from the very beginning of communication between the peoples 
of the world, a great eagerness in just these fields to learn from each 
other and to adopt whatever seemed to be worth while. This fact ex- 
plains why medical and pharmaceutical books belonged to the first 
(and most numerous) products of the printing press after the invention 
of movable type and why formularies like the Dispensatorium 
authore Valerio Cordo were reprinted and distributed for a whole 


century all over the world. Does that mean that the scientists and practi- 


tioners in the respective countries were willing to simply accept as a 
whole what was offered to them in the books of their foreign colleagues 
and recognized these books as their legal codes? The available evi- 
dence shows that it does not. When the Antwerp authorities made the 


"See footnote 10, at p. 216 of editorial 
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dispensatory of Cordus the city’s official pharmacopoeia, it was the 
version of the Antwerp apothecary Peter Coudenberg, not the original 


work, which was adopted. 


Wherever we know of the adoption of the official pharmaceutical 
standard by another territory, the motivating factor was, to a very 
great extent, of a political nature. The temporary use of the Swedish 
and Danish pharmacopceias in some German areas resulted from the 
political situation of the period concerned, which had made these 
territories parts of Sweden or Denmark. When in the second half 
of the eighteenth century one of the English official standards, the 
Edinburgh Pharmacopwia, was in use in Hanover, it was undoubtedly 
at least influenced by the fact that the House of Hanover had become 
the Royal House in Great Britain and the Elector (Kurfirst) of Han 
over was simultaneously King of England, Scotland and Ireland. Even 
so, it was a German reprint of the official Scottish standard with a 
voluminous appendix by the Hanoverian professor Baldinger which 
was used on German soil, and it was this appendix which added to the 
book a particular flavor and usefulness for the pharmacists in the area 


concerned, 


The need for unification, or at least for the avoidance of the dangers 
and inconveniences resulting from the lack of uniform standards, led 


comparatively early to encyclopedic reference works, of which the 


most important and most widely used were the Pharmacopaia A/ledico 
Physica of the German physician, J. C. Schréder (1641), the Corpus 


Pharmaceutico-Chymico-M edicum Universale of his colleague, J. 11. Jung 
ken (1697), and the French pharmacist Nicolas Lemery’s Pharmacopée 
Universelle, contenant toutes les compositions de pharmacic, qui sont en 
usage en medicine avec un lexicon pharmaceutique (1697). All these 
books, offering surveys rather than definite formulas and rules to be 


followed, were naturally never given legal force anywhere. 


It was the idea of an international pharmacopcovia to be agreed 
upon by representatives of pharmacy everywhere and recognized by 
the authorities in the respective countries that furnished the primary 
incentive to the establishment of the international pharmaceutical con 
gresses, the first of which was held in Brunswick in 1865. Through 
these congresses (and since 1912 through its daughter organization, 


the Fédération Internationale Pharmaceutique) this idea has been kept 
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alive and has become the basis of agreements in the direction of a more 
or less far-going unification of the contents of the national standards. 


The first step in this direction was taken when, at the International 
Pharmaceutical Congress held at Chicago in 1893, the discussion on 
the international pharmacopoeia was limited to the problem of the 
unification of potent medicines and the American Pharmaceutical As- 
sociation donated $1,000 for the study of this problem. The following 
is quoted from the excellent Interim Report of the Technical Commission 
of Pharmacopeeial Experts, presented by Dr. C. H. Hampshire in 1945: '* 


In 1902, a Conference called by the various Governments was held [at 
Brussels], and the First International Agreement for the Unification of the 
Formulae of Potent Drugs was drawn up. This Agreement was ratified in 1906, 
and considerably influenced the national Pharmacopa@ias subsequently published. 
A Second Agreement was produced at a Conference at Brussels in 1925 and was 
completed in 1929... . 


In response to the frequently expressed desire of pharmacopaial workers 
in various countries to the effect that this Agreement should be revised and 
extended to cover a limited International Pharmacopeeia, the Health Organization 
of the League of Nations set up, in 1937, a Technical Commission of Phar- 
maceutical Experts. This Commission, which was formed after negotiation with 
the Belgium Government and liaison with the International Pharmaceutical 
Federation . . . was charged with the duty of preparing a draft of a new 
International Agreement to be submitted to the various Governments through 
the Belgian Government. The first meeting was held at Geneva in May, 1938. 
: The members agreed that the best method of achieving the objects desired 
would be to prepare a draft Agreement including: (a) general Rules relating 
to Nomenclature, Strengths of Galenicals and other medical and pharmaceutical 
matters, (b) a Table of Usual and Maximal Doses, (c) monographs on important 
drugs which are common to a number of the national Pharmacopezias. 


There was a second meeting of the Pharmaceutical Experts in 
1939 in Geneva and, to quote again from Dr. Hampshire's report : 


work on the drafting of monographs and on certain of the problems which 
need experimental investigation for their solution has been continued by the 


British and American members, as far as the difficulties of war time have 


permitted. 


At the third session of the Interim Commission of the World 
Health Organization held in Geneva in April, 1947, it was decided to 
set up an expert committee on the unification of pharmacopeias to 
continue the work of the Technical Commission of Pharmacopceial Experts 





“C. H. Hampshire, League of Nations 
Bulletin of the Health Organization (1945- 
1946). Vol. XII, No. 1, pp. 112-179. 
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of the Health Organization of the League of Nations. In 1948, finally, 
the first World Health Assembly approved the establishment of a sec 
tion on the unification of pharmacoperias in the Secretariat of WHO 
and of an expert committee, and made budgetary provision for the 
publication of an international pharmacoperia in English, French and 
Spanish. The seven appointed members of the expert committee 
represent Denmark (and the other Scandinavian countries), England, 
Egypt, France, Holland, Switzerland and the United States of America. 


Within the frame of the World Health Organization of the U. N., 
the “pharmaceutical experts” have held, since 1947, five meetings at 
which an enormous amount of work has been done. At the last (fifth) 
meeting, held at Geneva on September 26 to October 5, 1949, the entire 
work was surveyed and approved. The results of this incessant labor, 
based not only on knowledge but on strong belief in and enthusiasm 
for the goal to be achieved, will now be presented to the national 
pharmacopeeia committees in particular and to the world at large in 
the first volume of a book called Pharmacopaa Internationalis (Ph. 1.). 
The advances of knowledge will be followed up as quickly as possible 
by the issuance of supplements. 

It deserves mention that, on the suggestion of the American mem 


ber of the committee, Dr. E. Fullerton Cook, there will be inserted 
an explicit statement to the effect that the use of the term “pharma 


copeeia” in the title does not imply that the book is intended “to be a 


legal pharmacopeeia in any country unless adopted by the pharma 
copeeial authority of that country.” Some of the reasons mentioned 
earlier in this essay for the establishment of separate official pharma 
copeeias (scientific ambitions and differences of opinion not to be 
satisfied by majority votes, particularities of national economies and 
even separatist nationalistic sentiments) are still valid. They cer 
tainly will influence the decisions of the national pharmacopeeia com 
mittees with regard to the adoption of lesser or larger parts of the 
collection of suggestions called Pharamacopaa Internationalis (Ph. 1.). 


The extent and temp: of achieving the specific goal of an adequate 
unification of the pharmacoperias will largely depend on, as well as 
testify to, the extent and tempo of achieving mankind's general goal: 
an adequate unification of the world. [The End] 





By G. W. MONIER-WILLIAMS 


Preservatives and 


History and Present 





N TRACING the history of British legislation on the addition of 

preservatives and artificial colors to food, we must go back to the 
year 1860, when the first “adulteration of food and drink act’ was 
passed. This act was not directed at food preservatives, since at that 
time the only ones known were salt, sugar, alcohol, saltpeter, vinegar, 
herbs and spices, either alone or in conjunction with smoking, drying 
or pickling. The so-called chemical preservatives did not come into 
general use until about 25 years later. It was not so with artificial 
colors. Contemporary books and memoirs have told us of the wide- 
spread use of poisonous mineral pigments, and there seems to have 
been little or no administrative check on the coloring of confectionery 
and other foods with compounds of copper, lead, arsenic and mercury. 


The Act of 1800 aimed at carrying out the recommendations of a 
select committee appointed in 1855 to investigate the extent of these 
practices as part of the general adulteration of food. The main provi 
sion of the act specified that no one should sell any article of food which 
to his knowledge contained any injurious ingredient. Here, we have 
the first statement in food law of two important principles: First, 
the treatment of the food before sale must be proved, to the satisfac 
tion of a court of law, to have made the food injurious to health, and, 
second, the vendor must be proved to have had guilty knowledge and 
to have sold the food knowing it to be injurious. As is well known, 
these points are extremely difficult to prove in court. Moreover, the 
maximum penalty on conviction was only £5 and costs, hardly a 
sufficient deterrent. 
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Coloring Matters in Food— 


Position of United Kingdom Law 





The Author, a Member of the Food Standards Committee of the Min- 
istry of Food in England, Hopes to See Amendments Made in Its 
Food Regulations Which Will Be Sufficiently Elastic to Take 
Care of Further Advances in Food Technology Without Undue Delay 


Adulteration of Food and Drugs Act, 1872 


The Act of 1860 did, in fact, contain a provision making it an 
offense “to sell as pure or unadulterated an article of food or drink 
which was adulterated or not pure,” apparently without the proviso of 
guilty knowledge, but this does not seem to have been made use of 
by local authorities charged with the administration of the act, probably 
because the act as a whole was found to be unworkable. Twelve years 
later a second act was passed entitled “The Adulteration of Food and 
Drugs Act, 1872.” It retained and extended the provisions of the 
1860 Act, increased the penalties and made it altogether easier for local 
authorities to take action against offenders. The Act of 1860 remained 
unrepealed, so that local authorities could work under both acts with 
a fairly wide latitude in the matter of framing charges. A conviction 
for the sale of food injurious to health still required proof of guilty 
knowledge, but, under the operation of both acts, it was also possible, 
without such proof, to obtain a conviction for simply selling adulterated 
food. Thus, many small retailers found themselves faced with unan 
swerable charges in respect of, say, tea faced with prussian blue or 
confectionery colored with vermilion, lead chromate or copper arsenite, 
matters over which they themselves, as retailers, had no control whatever. 
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Sale of Food and Drugs Act, 1875 


The uncertainty and confusion produced by the 1872 Act led to a 
strong demand by local authorities and by traders for a new com- 
mittee to put the whole thing on a more satisfactory basis. A select 
committee was appointed, and, after sitting 14 days and examining 
57 witnesses, it arrived at the conclusion that the 1872 Act, while it had 
done much good, had inflicted considerable injury upon respectable 
tradesmen. The committee’s report was followed by the Sale of Food 
and Drugs Act of 1875 which, with amendments and extensions and 
eventual consolidation in 1928, formed the backbone of British food 
law for over 60 years. 


This act retained the two principles of injury to health and guilty 
knowledge but added a further section which made it an offense to 
sell a food which was not of the nature, substance and quality demanded 
by the purchaser. These two sections may be taken as indicating a 
division of food law into two distinct and separate objectives—the 
avoidance of injury to health and the suppression of fraud. Nowadays, 
with the new knowledge that we have of general nutrition and of its 
profound effect on health, the distinction between fraud and injury to 


health is by no means so clearly marked. 


A further important provision in the 1875 Act was that of war 


ranty—a written warranty from the manufacturer absolved the retailer 
from responsibility for an offense under either of the above sections. 


A curious thing about this act was that the word “adulteration” 
did not appear in it, a concession perhaps to the susceptibilities of the 
traders who had been so active in securing the repeal of the previous act. 


Soon after this the question of chemical preservatives began to 
assume importance. The use of sulphurous acid and sulphites had, in 
fact, been the subject of patents as long ago as 1835, and in the early 
1850's several more were taken out. Boric acid seems to have come 
into general use about the period 1880-1885, followed soon after- 
wards by formalin, salicylic acid, fluosilicates and benzoic acid. One 
of the most objectionable practices was the addition of boric acid 
to milk, often in more than one dose on its journey between the farm 
and the consumer. At about this time, also, the great development of 
artificial dyes was providing the food manufacturer with a wide choice 
of attractive colors for confectionery, dairy produce, jams, beverages, etc. 





PRESERVATIVES AND COLORING MATTERS IN FOOD 


Departmental Committee, 1899 


In view of the rapid increase in the use of these substances in 
food, a departmental committee was appointed in 1899 by the Local 
Government Board, which was the central authority for the adminis 
tration of the Sale of Food and Drugs Act, 1875, and of the Public 
Health Act, 1875. The committee’s terms of reference were: 

to inquire into the use of preservatives and colouring matters in the preserva- 
tion and colouring of food and to report whether the use of such materials or 
any of them for the preservation and colouring of food, in certain quantities, is 
injurious to health, and if so, in what proportions does their use become injurious, 
and to what extent and in what amounts are they so used at the present time. 

The committee issued in 1901 a most valuable report in which the 
whole of evidence given before it was published in extenso. Broadly, 
the recommendations were that formalin as a food preservative should 
he absolutely prohibited ; that salievlic acid be allowed in strictly 
limited amounts, its presence to be declared on the label; that boric 
acid in strictly limited amounts be the only preservative allowed in 
butter, margarine and cream, in the last-named article only if declared ; 
that no preservative whatever should be allowed in milk or in infants’ 
foods; that the greening of vegetables with copper salts should be 
prohibited; and that either a court of reference should be set up or 
else more direct obligation should be imposed upon the Local Govern- 
ment Board to regulate the use of preservatives and coloring matters. 
Here we have a proposal to extend the practice of legislation by refer- 
ence, that is to say, the delegation of detail in government to depart 
ments of state instead of leaving it to courts of law to interpret the 
general provisions of an act of Parliament according to the particular 
circumstances and the evidence available. Legislation by reference 
has often been criticized by eminent lawyers, who are naturally 


jealous of their right to interpret the law, but it is obviously essential 
where the pressure of new legislation far outruns the Parliamentary 
time available. In Great Britain the tendency has been to govern 


more and more by departmental orders and regulations and to reduce 
to a minimum the necessity for expensive, and often unsatisfactory, 
high court decisions. 

We may note also in the committee's report an insistence on the 
principle of declaration by label, a principle which has been widely 


adopted in modern food legislation. 
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The report of this committee in 1901 produced no immediate 
legislation but had the effect of spurring to greater activity the local 
authorities charged with the administration of the food and drugs acts. 
These acts were administered in England and Wales by some 230 dif- 
ferent authorities, county councils and borough councils, some of 
whom had stronger objections than others to chemical preservatives 
in food and were more active in sampling and prosecuting. The Depart- 
mental Committee’s recommendations were not binding upon the 
courts, and magistrates and witnesses held, perhaps naturally, very 
different views as to what constituted injury to health. The central 
authority, the Local Government Board, had been given no powers 
to make regulations on the subject. It is therefore not surprising that 
throughout the country there was a woeful lack of uniformity in 


administration. 


Public Health (Regulations as to Food) Act, 1907 


In 1907 the Public Health (Regulations as to Food) Act gave 
powers to the Local Government Board to make regulations with the 
object of preventing danger to health from the importation, prepara 
tion, storage and distribution of articles of food or drink. The first 
regulations to be made, in 1908, were designed to control the importa 
tion of meat and meat products, and of other foods, and incidentally to 


prevent the presence in imported food of undesirable preservatives. 


The next important step was to prohibit altogether the addition of 
preservatives to milk, under the Milk and Cream Regulations, 1912, 
and at the same time to control the sale of cream preserved with boric 
acid. There was a large trade in thick, so-called “double” cream, put 
up in small pots and sold over the counter in grocers’ shops through 
out the country. At that time, cold-storage facilities for the smaller 
shops were almost nonexistent, and the trade was completely depend 
ent on boric acid as a preservative. The milk and cream regulations 
laid down certain limits for boric acid in cream, which remained in 
force until the use of this preservative was eventually prohibited in 
1924. These regulations did not refer to the use of artificial color 
in milk, but this was made illegal ten years later under the Milk and 


Dairies (Amendment) Act of 1922. 


Apart from these instances and the issue of several reports on 
preservatives in food, the Local Government Board did not, for many 
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years, use its powers under the 1907 Act to control preservatives or 
coloring matters in food. This was largely because the powers it 
possessed had been conferred only by public health acts, and any 
regulations would have to be made on health grounds alone. The 
health significance of preservatives and coloring matters in food was 
debatable ground. There was always the danger that regulations, 
unless the health issue was clear and unquestionable, might be held 
by the courts to be witra vires, especially by a court imbued with a 
dislike of legislation by reference. Moreover, there was perhaps an 
understandable reluctance on the part of the administrative side to 
tackle a thorny and controversial subject. In 1911 a bill was intro 
duced into Parliament to enable the Local Government Board to make 
regulations on general, and not only on health, grounds, but difficulties 
arose, and the bill was withdrawn. 


Departmental Committee of 1923 


After the 1914-1918 war, the question of preservatives and color 
ing matters became still more pressing. The use of chemical preserva 
tives had grown considerably, particularly of sulphur dioxide in preserving 
fruit for jam making. As a result of representations made to His 
Majesty’s Privy Council, the Local Government Board, renamed in 
1919 the Ministry of Health, set up in 1923 a departmental committee 
to re-examine the whole question. This committee, after sitting on 
41 days and hearing 101 witnesses, produced a detailed and valuable 
report which reviewed critically the biological and physiological evi 
dence available in respect of boric acid and other commonly used 
preservatives. It then dealt separately with each class of food and 
with the necessity or otherwise for its preservation by chemical agents 
The main recommendations were that preservatives should be prohibited 
in all articles of food and drink, with the exception of sulphur dioxide 
and benzoic acid in certain scheduled foods and in controlled amounts. 
l'urther, it was recommended that the presence of preservatives should 
be declared, unless such declaration might result in undue harm to the 
industry without compensating advantage to the consumer. Certain 
other recommendations were made, including the prohibition of the 
use of copper salts for greening vegetables. The committee made it 
quite clear that the question was one of public health which should 


be dealt with by the Ministry of Health under its existing powers 
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Public Health (Preservatives in Food) Regulations, 1925-1927 


It now became the task of the Ministry of Health to translate 
this report into legislation. The ensuing Public Health (Preservatives 
in Food) Regulations reproduced fairly closely the committee's recom- 
mendations. Chemical preservatives were prohibited in all foods, with 
the exception of those named in a schedule. The scheduled foods 
were allowed either sulphur dioxide or benzoic acid in stated amounts, 
according to the ascertained minimum requirements of the respective 
trades. Naturally, there had to be a “carry-over” clause which would 
permit a scheduled food to take its preservative with it if it became a 
component part of an unscheduled food. Most foods, on the insistent 
demand of the trade, escaped any declaration requirements, with a few 


exceptions including sausages. These, if preserved, had to be labeled 


as such in justice to the interests of many retailers whose conditions 
of trade enabled them to sell sausages without any preservative at all. 

The committee, for the purpose of their report, had not included 
in the term “preservative” certain well-known agents such as salt, 
sugar, vinegar, alcohol, spices or smoke, nor did they include sub- 
stances which, though they may have some preservative properties, 
are added to foods in small amounts for purposes other than preserva 
tion. With these exceptions, the term “preservative” included any 
substance “which, when added to food, had the property of preventing, 
arresting, delaying or masking fermentation or putrefaction of food.” 
The regulations, while following the general form of this definition, 
altered the last few lines to read: “. . . any substance which ts capable of 
inhibiting, retarding, or arresting the process of fermentation, acidifica- 
tion or other decomposition of food, or of masking any of the evidences 
of putrefaction.” This altered wording appeared to be more water- 
tight than that contained in the committee’s report, but no one fore- 
saw that before many years had passed a multitude of chemical 
antioxidents, antimould agents, antistaling agents, and stabilizing and 
emulsifying agents would make their appearance and find themselves 
technically illegal because of the insertion of the words “acidification 
or other decomposition of food” in the definition of “preservative.” 

In one particular the preservatives regulations took a line com- 
pletely opposed to that taken by the committee. The committee had 
recommended, following the United States practice, that a list of per- 
mitted colors should be prepared, but trade representations seem to 
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have been too strong, and the regulations contained instead a short 
list of prohibited colors. As practically none of these was, in fact, 
being used, the position of artificial food colors remained almost 
unchanged, except for the prohibition of copper in vegetables. In the 
last 25 years physiological research has thrown suspicion on many 
synthetic colors, and there is little doubt that when the preservatives 
regulations are revised, they will revert to the committee's original 
recommendation. 


The regulations suffered from the disadvantage of being some 
what complicated, especially the so-called “carry-over” clause. Official 
draftsmen seemed to have succeeded in interlacing the different points 
with an intricacy rarely achieved even in legal documents, and it was 
some time before they were properly understood by the trade and by 
local authorities. The schedule had been prepared with every pos- 
sible care, but, even so, many food preparations appeared on the 
market to which it was difficult to assign a proper place. Certain altera 
tions and additions to the original schedule were found to be essential 
and were introduced in the form of amendments in 1926 and 1927. 
But after 1927 the Ministry of Health stood firm in resisting any more 
applications for amendments except for one small point conceded in 
1940, the use of nitrite in the curing of meat. It was felt, perhaps, 
that too many concessions might endanger the whole structure, and in 
this, no doubt, they were perfectly right. The regulations gradually 
proved their worth and did an immense amount of good in cleaning 
up dubious practices in the food trade. They are still highly effective, 
although some of the provisions are now out of date and difficult to 
apply to recent developments in food technology. During the last wat 


representations were made that certain articles, for example, bacon 


and margarine, could not, in the then difficult circumstances, be mar 
keted without preservative, and temporary concessions were made by 
Privy Council orders. Some of these have since been revoked as 


trading conditions have improved. 


Food and Drugs Act, 1938 


In the Food and Drugs Act, 1938, much wider powers were given 
to the Ministry of Health in respect of food standards, powers which 
would have enabled it to deal effectively with antioxidants and other 
questionable food additives and quasi-preservatives. But on the out 
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break of war in 1939, the Ministry of Food came into being and under- 
took the discharge of the Ministry of Health’s functions in these 
matters. Under the stimulus of war conditions, the last ten years or 
so have seen a complete revolution in the standardization and labeling 
of food of all kinds. The Ministry of Food set itself at the outset to 
carry out the recommendation of the Departmental Committee on the 
Composition and Description of Food (1934) that the public should 
know what it is getting. The present position is fully explained in 
an &80-page memorandum entitled “The Advertising, Labeling and 
Composition of Food,” issued by H. M. Stationery Office (1949).* As 
far as preservatives and coloring matters are concerned, however, there 
has been little change from prewar days, and the regulations of 
1925-1927 are still operative, although due for revision. 

Twenty-five years is a long time for food regulations to remain 
unamended. The Food Standards Committee of the Ministry of Food 
has appointed a subcommittee to re-examine the problem in the light 
of recent advances in food technology and to try to find some way of 
regulating the use of antioxidants, antimould agents, antistaling agents 
and similar substances before they get out of hand. It may be antici 
pated that preservatives, quasi-preservatives, coloring and flavoring 
matters, and allied additions to food will eventually be welded into the 
general scheme of food standards and labeling—-a scheme which will be 
sufficiently elastic to take care of further advances in food technology 


without undue delay. [The End] 
¢ MISREPRESENTATION, DISCRIMINATION—COSMETICS 


A cosmetic manufacturer has agreed to desist from representing 


that perfume is free when it is not a gift or is not given without requiring 
the purchase of some other article of merchandise; talsely representing 
that a skin cream is of value in correcting freckles, pimples or acne; 
falsely representing that respondent’s cream: deodorant stops underarm 
perspiration; and making other claims for various soaps, creams and 
shampoos. (Released January 17, 1953.) 

Six complaints charging discrimination by 11 cosmetic firms 
among merchant customers in supplying “demonstrators” to promote 
sales have been dismissed. Subsequent to the issuance of the complaints 
and the conclusion of the reception of evidence, the Federal Trade 
Commission promulgated “Trade Practice Rules” for the cosmetic-and 
toilet-preparations industry. The rules give an interpretation by the 
Commission of Section 2 (e) of the Clayton Act, which section was 
cited as being violated in the various complaints in the supplying of 
demonstrators. (Order released January 19, 1953.)—CCH Trape Recu 
LATION Reports, { 16,662; € 11,301. 


~* See 6 FOOD DRUG COSMETIC LAW 
JOURNAL 60 (1951). 





FACTORY INSPECTION 


By THOMAS W. CHRISTOPHER 


The Purpose of This Article, Says the Author, Is to Discuss Two 
Possible Solutions to the Dilemma Caused by the Cardiff Decision— 
the Situation Where FDA Inspectors May Be Refused Entry to a Plant 


i po BLUNT, practical meaning of the Cardiff’ decision is that 
FDA inspectors may be refused entry to a plant. At least they 
cannot get in under Section 704 or 301 (f)* (or under any other provi 
sion of the Food and Drug Act *). The main force of this legal blow 


will fall on factory inspection, a vital spot. 


Asa result of this decision, if the Act is to be enforced and ettec 
tive, either the statute must be amended or else some authority outside 
the statute must be found which will give the right of entry. The 


purpose of this study is to discuss both of these possible solutions. 


Use of Search Warrant 


\bout the only available weapon from outside the statute is the 
search warrant, and, since this is a criminal statute, it would seem that 


a warrant could be used, at least in some situations 


The Fourth Amendment provides that “ no Warrants shall 
issue, but upon probable cause, supported by Oath or affirmation, and par 


'U. §S. wv. Ira D. Cardiff, CCH FOOD vices, or cosmetics are manufactured 
DRUG COSMETICS LAW REPORTS and (2) to inspect, at reasonable times, 
* 7246, 73S. Ct. 189 (1952) such factory, warehouse a 

* Sec. 704 reads in part For purposes Sec. 301 (f) prohibits ‘‘the refusal to 
of enforcement of this Act, officers .. permit entry or inspection as authorized 
duly designated by the Administrator by section 704."" 
after first making request and obtaining +52 Stat. 1040 (1938), as amended 21 
permission of the owner . , are author- USC Sec. 301 and following (1946). Here 
ized (1) to enter, at reasonable times, any inafter sometimes referred to as “‘Act.”’ 
factory in which food, drugs. de 
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ticularly describing the place to be searched, and the persons or things 
to be seized.” These requirements place strict limitations on the use 
of this device. 


There must be a showing of probable cause. The Supreme Court 
has explained this term as follows: “. . . if the apparent facts set 


out in the affidavit are such that a reasonably discreet and prudent 
man would be led to believe that there was a commission of the offense 
charged, there is probable cause justifying the issuance of a warrant.” * 
Suspicion, reason to believe or even actual belief is not enough. Facts 
must be presented to the issuing officer.® 

The thing to be seized must be described with a good deal of 
certainty; at least the nature of the article must be described.” The 
executing officer can have no discretion as to what to take. A third 
requirement of a description of the place to be searched would present 
little, if any, problem in food and drug inspections. 


It is thus apparent that the requirement of probable cause and that 
of a description of the goods eliminate the possibility of the use of the 
search warrant in a large percentage of FIDA inspections. There 
generally will be only suspicions or conclusions rather than facts. 
But some of the most flagrant violations likely could be dealt with 
in this way. 

There also is the subpoena duces tecum which could assist in 
prosecution by way of bringing in needed records. But it is difficult 





«4 Dumbra v. U. S., 268 U. S. 435 (1925) * Steele v. U. S., 267 U. S. 498 (1925) 
5 Nathanson v. U. 8., 290 U. S. 41 (1933): 
Byars v. U. 8., 273 U. S. 28 (1927). 
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to see how, without special statutory authority, this device could aid 
materially in the discovery of violations. Rather, its use here is after 
the violation has come to light. The FDA is not a grand jury. It is 
true that the subpoena duces tecum has been used for discovery under 
such a statute as the Fair Labor Standards Act, but this involved an 
express statutory authorization, not general existing federal law.’ I 


would think that an amendment would be necessary to the Food and 
Drug Act before this method would be of material assistance in dis- 
covery of violations. But it perhaps could be of value even now in 
cases of rank evasions of the law. 


Since most breaches of the Act are committed neither in open 
fields nor in moving automobiles, one is hard put to think of any aids 
other than the search warrant and the subpoena duces tecum, and these 
will only help in a small number of cases. Moreover, the very essence 
of the Act is to secure compliance, not to apprehend and punish the 
wrongdoer. The FDA uses the technique of investigation-inspection 
as the primary method of enforcement. Thus, it is not the negative 
approach of enforcement by prosecution, as is true of murder, but the 
positive one of securing compliance by investigation. By this positive 
method it is possible to have the active cooperation of large segments 
of those to whom the law applies—even violators. The use and suc 
cess of this positive approach is one of the really significant contribu 
tions made in our time by administrative law to jurisprudence. Even 
if practicable, it therefore would be unwise to depend on the search 
warrant and the subpoena duces tecum for enforcement of the Food and 
Drug Act. 


Solution of Problem by Amendment to Act 


The logical solution to the problem of plant inspection is to amend 
the Act so as to authorize the entry of inspectors as a matter of right 
Such a thing as “probable cause” should play no part. 


The amendment proposed by the Food and Drug Administration 
would strike from Section 704 the words “after first making request 


and obtaining permission” ; also, it would authorize inspectors to enter 


"8 


and inspect “after first giving written notice. This amendment 


*See Oklahoma Press Publishing Com- amended by striking out the words ‘after 
pany v. Walling, 327 U. S. 186 (1946) first making request and obtaining permis- 
* The amendment was introduced in Con- sion of’ and inserting in lieu thereof the 
gress as S. 601. The full text follows: words ‘after first giving written notice to’."’ 
“That section 704 of the Federal Food 
Drug. and Cosmetic Act (21 USC 374) is 
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solves the problem, for under it the inspector could enter as a matter 
of right. Aside from its constitutionality, however, it raises two 
questions : 


First, what does the word “inspect” include? Does it mean a 
reasonable inspection under the Act? Does it cover only the physical 
plant, or does it extend to the books, records and secret formulas? 
The word, of course, has fences around it, but where? The answer 
will be left for the courts. 


‘written notice” : 


Second, what will satisfy the requirement of 
Must the notice go into detail? How far in advance must it be given? 
How is it to be served? The question of how far in advance the 


notice is to be served presents a dilemma. If it must be served, say, 
two days in advance, then a violator would have an opportunity to 
“prepare for inspection.” If it need be served only at the moment the 


inspection is to begin, what use can it be? In my judgment, to include 


this requirement can serve no good purpose. 


Returning to the first question as to what “inspect” includes, 
there is evidence in decisions of the Supreme Court that the word rea 
sonable will be read into the section and thus that the inspection must 
be reasonable. In fact, the Fourth Amendment would require this. 


In 1924, in a Federal Trade Commission case, Mr. Justice Holmes 
wrote that it was contrary to the rules of justice to allow a search of 
any and all papers in the hope of turning up something—that the 
request must be for what is relevant to the crime in question.® Mr. 
Justice Jackson wrote in another FTC case: “ it is sufficient if 
the inquiry is within the authority of the agency, the demand is not 
too indefinite and the information sought is reasonably relevant.” *° (Ital 
ics supplied.) Another case involved a subpoena duces tecum under the 
Fair Labor Standards Act of 1938. The court there stated that while 
a corporation is not protected by the Fifth Amendment against self- 
incrimination, it is entitled to protection from unreasonable searches 
and seizures under the Fourth Amendment. There must be, the court 
says: (1) a duly made demand by lawful process ; (2) demands limited 
to described documents; (3) relevancy to the subject of investigation."' 


°FTC wv. American Tobacco Company, 1951 TRADE CASES © 62.561, 338 U. S. 632 
CCH TRADE REGULATION REPORTS (1950) 
(Supp. Vol. VI) © 6190, 264 U. S. 298 (1924) '" Fleming v. Montgomery Ward & Com- 
pany, 114 F. (2d) 384 (CCA-7), cert. den 
~U. §. v. Morton Salt Company, 1950- 61 S. Ct. 71 (1940). 
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Mr. Justice Rutledge wrote that the “gist of the protection is in the 


requirement . . . that the disclosure sought shall not be unreason 
able.”?? 

As a constitutional matter, the inspection must be reasonable 
To insert the word “reasonable” into the statute, as desired in some 
quarters, would only be substituting Congressional intent for consti 
tutional mandate. However, it is possible that such a substitution 
would result in a more restrictive interpretation as to the latitude 
allowed the inspector. But in either approach, the boundaries of the 
search or inspection must await a case-by-case development. I would 
think that the question of how far the inspector could go into the 
books and records beyond mere shipping records would remain 
whether or not the word is written into the statute. I fail to see how 
inserting the word would affect, either way, the FDA’s power to 
demand secret formulas. In other words, the answer here would not 
be changed by inserting “reasonable.” The primary result of having 


the statute read “inspect in a reasonable manner” would be as to 
books and trade secrets other than ingredients—or so I would suppose 


This result might well be of considerable advantage to industry 


Constitutional Questions and Question of Constitutionality 


Taking the proposed amendment as it is, what are the constitu 
tional questions involved ? Is it constitutional ? 

We must look, in answer, primarily to the Fourth and Fifth 
\mendments,"* for this is a problem in search and seizure 

The Boyd decision ** in 1886 stated that to force a man to bring 
in his private papers to convict him of a crime is contra to the Fourth 
Amendment. In 1924, ina FTC case involving a demand for all letters 
and telegrams for a certain year, Mr. Justice Holmes denounced “fish 
ing” expeditions as illegal.?® Both of these decisions represent a strict 
attitude. 

In the last two or three decades a marked cleavage has developed 
in the application of these amendments. As to warrants and ordinary 
criminal matters, the old strict rules are still in force. Probable cause 

Oklahoma Press Publishing Comptnu Fifth Amendment (in part) ; nor 

v. Walling, cited at footnote 7 shall be compelled in any criminal case to 

"Fourth Amendment (in part) “The be a witness against himself, nor be de 

right of the people to be secure in their prived of life, liberty, or property without 
persons, houses, papers, and effects, against due process of law ‘ 


unreasonable searches and seizures, shall "™ Boyd v. U. S., 116 U. S. 616 (1886) 
not be violated ia” See footnote 9 
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must be shown, “fishing” expeditions are prohibited, the seizure of 


purely evidentiary matter is not permitted, and so on. But the courts 
have whittled away the restrictions for administrative investigations 
until few of them, other than reasonableness and relevancy, remain.” 
This new attitude toward administrative investigations may be illus- 
trated by two decisions. 


In the first, Oklahoma Press Publishing Company v. Walling,’ pur 
suant to Section 11 (a) of the Fair Labor Standards Act, the Wage- 
Hour Administrator had issued a subpoena duces tecum seeking the 
production of specified records of a corporation in order to determine 
the applicability of the Fair Labor Standards Act. The corporation 
maintained that if this type of order was enforceable, the administrator 
could conduct general fishing expeditions into the books, records and 
papers in order to secure evidence of a violation, without any prior 
charge or complaint. 


Mr. Justice Rutledge answers this charge in an exhaustive opinion. 
He hints that it would be possible to object to the breadth of such 
an order, if unreasonable. He goes on to point out that a corporation 
has no protection against self-incrimination under the Fifth Amend- 
ment. The Fourth, he states, at most only protects a corporation 
against vagueness or too much breadth in the demand. Then he states 
that it is mot necessary in an administrative investigation, as it is with a 
warrant, that “a specific charge or complaint of violation of law be pending 
It is enough that the investigation be for a lawfully authorized pur 
pose... .” (Italics supplied.) 


In reading these words one should keep in mind that Section 11 
(a) authorized the administrator to “enter and inspect such places 
and such records . . . as he may deem necessary. atic 


In the second case.’* the FTC had directed a corporation to file 
reports showing how it had complied with a court decree enforcing 
the commission’s cease and desist order. The Supreme Court said: 
- law enforcing agencies have a legitimate right to satisfy them- 
selves that corporate behavior is consistent with the law and the 
public interest.” The Court adds that in such investigations “it is suffi 
cient if the inquiry is within the authority of the agency, the demand 
is not too indefinite and the information sought is reasonably relevant.” 


% See Davis, Administrative Law, pp. “52 Stat. 1066 (1938), as amended 29 
89-136 (1951). USC Sec. 211 (a) (1946). 
" Cited at footnote 7. 1” See footnote 10. 
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This liberal view toward administrative investigations bodes well 
for the proposed amendment. It should be noticed, however, that a 
considerable portion of the authority for this liberal view arose in 
connection with a corporation, not an individual. The Fourth and 
Fifth Amendments apply in full force to individuals. So, it could be 
that the courts will treat the inspection of a factory owned by an indi 
vidual with more strictness than if it is owned by a corporation, 


The inspection authority of the Fair Labor Standards Act has 
already been referred to. There are other examples of such right to 
inspect, the most common having to do with the production and sale 
of milk °° and one naturally thinks of the Meat Inspection Act,** in 
which the inspectors have the right of entry at any time, day or night. 
The decisions dealing with the latter act uphold its constitutionality, 
but none of them seriously treats the constitutional questions. They 
merely assume or briefly state that the act is valid.** However, the 
Meat Inspection Act is not an exact analogy to the Food and Drug 
\ct. In the former, inspection is a prerequisite for shipment in inter 
state commerce. The food and drug inspection ts to insure compliance 
with the Act. This distinction could be an important one. The fact 
is that there is very little direct authority on the constitutional ques 
tions involved in inspection under a statute such as the Food and 
Drug Act. I have found no federal case and only a few state cases. 
The right to inspect a dairy would appear to present an analogous 
situation, and state courts have upheld this right, but I have found 
next to nothing directly in point in the federal decisions. The closest 


analogy my search has turned up is the use of the subpoena duces tecum 
under the Fair Labor Standards Act, upheld in the Oklahoma decision 


discussed above. It would seem that if it is constitutional to require a 
firm to bring in its books, it would likewise be constitutional to go to 
the plant and inspect the books. 


Finally, it must be kept in mind that a strong factor in favor of 
constitutionality is that a national health law is involved. It would 
seem that this would justify broad powers to inspect. To date, the 
Supreme Court has always been liberal in food and drug cases except 
where there was conflict between two sections. [The End] 


“See New York v. Van De Carr. 199 *See U. 8S. v. Cudahy Packing Company, 
U. S. 552 (1905): St. John v. New York 243 F. 441 (DC Conn., 1917); Pittshburd 
201 U. S. 633 (1906); Albert v. Milk Control Melting Company v. Totten, 248 U. S 1 
Board, 210 Ind. 283, 200 N. E. 688 (1936) (1918) 

34 Stat. 1260 (1907). as amended 21 
USC Sec. 71 and following (1946) 

















Drugs in Animal Feeds— 


The Improvement in the Marketing of Mineral Mixtures and Other Feed Concen- 
trates Has Come About Through Enforcement of the FDC Act and the Coopera- 
tion of Food Manufacturers. Dr. Moskey, Veterinary Medical Director of the 
FDA, Delivered This Speech at the Ohio Nutritional Conference Last November 


. 
M OST OF YOU KNOW that the practice of adding drugs to feeds 
and feed supplements has become very popular during recent 
years. In the heyday of irrational mineral feed supplements, there was 
a tendency of manufacturers to incorporate various drugs which they 
believed justified therapeutic representations. Through the use of 
direct statements, innuendoes and suggestions in circulars and other 
printed material, many of these mixtures were recommended for the 
prevention, control and treatment of a wide variety of abnormal symp 
toms and conditions such as unthriftiness, breeding troubles, parasitic 
worm infestations, indefinite causes of mortality, losses from disease, 
scours, loss of appetite in all animals and poultry, mixed infections of 
swine such as necrotic enteritis and swine plague, retained placentas, 
bloat, mastitis, actinomycosis or “lumpy jaw,” brucellosis or Bang’s 


disease, impactions in cattle, and a host of others. 


Feed supplements and concentrates intended for correcting defi 
ciencies in feeds to which they are added must, of necessity, be con 
tinuously used for prolonged periods in order to produce their desired 
nutritional effects. It should be obvious that drugs added to such mix 
tures in sufficient amounts to produce any significant therapeutic effect 
cannot be continuously administered for corresponding periods with 
out producing undesirable or harmful effects. A few specific ex 
ceptions to this point will be discussed later. Happily, a great 
improvement in the marketing of mineral mixtures and other feed con 
centrates has been brought about largely through enforcement of the Fed 
eral Food, Drug, and Cosmetic Act and the willing cooperation of 


conscientious feed manufacturers. 
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By H. E. MOSKEY, V. M. D. 








Poultry and livestock raisers must, for practical and economic 
reasons, treat large numbers of birds and animals at one ume, particu 
larly for the purpose of preventing or controlling disease outbreaks 
in poultry flocks, sheep flocks and pig lots. Research workers inter- 
ested in the development of chemotherapeutic agents for the preven 
tion and control of disease outbreaks have minimized the difficulties of 
mass medication by recommending that drugs be added to feeds or 
administered through means of the drinking water. Kecently, many 
new drugs have been discovered which apparently have definite value 
in the prevention or control of certain disease outbreaks. Some of 
these drugs are highly toxic but appear to be effective for preventing 
outbreaks of disease when mixed with feed bases in very small amounts 
Since most poultry and livestock raisers do not have the equipment to 
mix these small amounts of drugs evenly in complete feed bases, feed 
manufacturers have been forced to render this service reluctantly 
This created a weighty problem for food-control officials in the enfores 
ment of the various state feed laws and for the federal government in 


the enforcement of the Federal Food, Drug, and Cosmetic Act 


Before discussing this subject matter further, it would be well to 


pont out some of the applicable pro\ isions of the Federal Food, Drug, 


“ 


and Cosmetic Act. The term “drug” according to the Act means, in 


part: 

articles intended tor use in the diagnosis, cure, mitigation, treatment, o 
prevention of disease in man or other animals; and articles (other than food) 
intended to effect the structure of any function of the body of man or other 


animals 
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In addition, the Act defines the term “new drug” to mean, in part: 


Any drug the composition of which is such that such drug is not generally 
recognized, among experts qualified by scientific training and experience to 
evaluate the safety of drugs, as safe for use under the conditions prescribed, 
recommended, or suggested in the labeling thereof . . . or Any drug the compo- 
sition of which is such that such drug, as a result of investigations to determine 
its safety for use under such conditions, has become so recognized, but which 
has not, otherwise then in such investigations, been used to a material extent or 
for a material time under such conditions. 


Application of *‘Food"’ Definition to Dietary Items for Human 

Consumption and, in Certain Respects, to Animal Feeds 

The term “food” is defined by the Act to mean, in part, “articles 
used for food or drink for man or other animals . . . and articles used 
for components of any such articles.” Section 403 (j) of the Act is 
also applicable to foods for animals. This section deems a food to be 
misbranded if it purports to be or is represented for special dietary 
uses, unless its label bears such information concerning its vitamin, 
mineral and other dietary properties as the Administrator determines 
to be, and by regulations prescribed as, necessary in order fully to 
inform purchasers as to its value for such uses. While the regula- 
tion under this section is at present confined to special dietary foods 
for man, the section itself is applicable to animal feeds in many 
respects. Furthermore, the Act deems a food to be adulterated if, 
among other reasons, it bears or contains any added poisonous or 
deleterious substance which is unsafe within the meaning of Section 
406. Section 406 (a) states, in part: “Any poisonous or deleterious 
substance added to any food, except where such substance is required 
in the production thereof or cannot be avoided by good manufacturing 
practice shall be deemed to be unsafe.” This is an important provi- 
sion of the Act to which manufacturers of feeds and mineral feed 
mixtures should give serious consideration when developing formulas. 


Please note that the term “articles,” as used in the definition 
of a drug, could be applied to any substance fitting the definition and 
not just to medicinal substances as we ordinarily think of them. It 
follows, therefore, that if any food, whether intended for special dietary 


purposes or not, is represented in any manner for the prevention or 


treatment of any disease condition of man or other animals, it falls 
within the definition of the term “drug” and must conform to all 
the drug provisions of the Act. Specifically, mineral or other feed 
mixtures become drugs by definition when represented in any manner 
for the prevention or treatment of disease conditions. 
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Manufacturers of feeds and feed supplements should also bear 
in mind that adding to their products active drugs such as sulfa 
quinoxaline or nitrophenide for the prevention or control of coccidiosis 
of poultry, or phenothiazine to prevent the development of certain 
species of worms in sheep and other animals, renders the feed base 
merely a vehicle for the drugs to facilitate their administration. Such 
products are intended primarily for the prevention or control of specific 
disease conditions and must be regarded as drugs intended for a 
definite drug purpose. On the other hand, if products of this nature 
are represented primarily as feeds or feed supplements containing a 
specified drug, they may be regarded as adulterated foods as that term 
is defined by the Act. 


In view of this interpretation of the law, the Food and Drug Ad 
ministration, which is charged with the enforcement of the Federal 
Food, Drug, and Cosmetic Act, has advised manufacturers to designate 
such products by trade or brand names which will inform the pur 
chaser that the articles are primarily drugs intended for drug purposes 
and to emphasize the importance of following the directions and warn 

The following 
fanciful trade names are examples of designations which the Adminis- 
tration regards as satisfactory: “Doe's Blackhead Preventive” or 
“Doe's Blackhead Control” (depending, of course, on the amount of the 
active drug in the feed base), “Doe’s Sulfaquinoxaline Mixture,” etc 
Unless the trade name itself clearly indicates the purpose for which the 
product is to be used, as in the case of the first two examples, a forth 
right statement which declares that purpose should immediately follow 


the trade name. 


Effecting Compliance with Drug Provisions of Federal Act 


To comply with the drug provisions of the Act, the active drug 
ingredient should be declared prominently by itself, followed, if the 
manufacturer desires, by a phrase such as “Incorporated in Doe's 
Poultry Feed Base or Doe’s Broiler Growing Mash.” To meet the re 
quirements of the various state feed laws, the guaranteed analysis and 
a list of the feed ingredients should then be declared. The main panel 
of the label should bring to the attention of the purchaser the im 
portance of following the directions and warnings if, as in the case of 
most bag tag labels, such directions and warnings appear on the re- 
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verse side. This form of labeling may be used also by manufacturers of 
mineral mixtures and concentrates who desire to mix an active drug 


ingredient in their products to fulfill a drug purpose. 


You are all familiar with reports concerning the growth-stimulat- 
ing properties of certain antibiotics and antibiotic-fermentation residues 
when added in small amounts to complete feeds for growing chicks, 
turkey poults, pigs and young calves. Practically all feed manufacturers 
now add these antibiotic products to feeds for poultry and swine. When 
this question was first presented to the Food and Drug Administration, 
it was administratively decided that such antibiotic products are not 
poisonous or deleterious substances. Therefore, no objection has been 
made to the addition of supposedly nutritional levels of certain antibiotic 
products to feeds for poultry, swine and young calves if properly listed 
in the declaration of feed ingredients. However, if certain certifiable 
antibiotics are added to feeds in therapeutic levels and claims are made 
for the prevention and treatment of disease conditions, the finished 
article is subject to the antibiotics-certification amendment of the Act. 


The question of whether this situation should be modified is now 


before the Food and Drug Administration for a decision, since it ts 
realized that it would be practically impossible for feed manufacturers 
to comply with the requirements for certification on each batch of feed 
containing a therapeutic level of certifiable antibiotics. This is a new 
development in the field of antibiotics, and it may be that the Adminis 
tration will decide to provide some sort of exemption whereby cer- 
tifiable antibiotics may be added to a properly labeled feed base in 
therapeutic levels without the necessity of having each batch of com 
pleted feed certified by the Administration as now required by the 


antibiotics-certification provisions of the Act.* 


* Since this paper has been prepared, the (a) If it is intended for use solely as 
regulations for certification of batches of an animal feeding supplement and is con- 
antibiotic and antibiotic-containing drugs spicuously so labeled; or 
have been revised to read as follows “(b) If it is intended for veterinary use 

“Section 14662 Animal feed containing in the cure, mitigation, treatment, or pre- 
penicillin; animal feed containing strepto- vention of disease and it contains as the 
mycin; animal feed containing dihydro- active drug ingredient only a drug certified 
streptomycin; animal feed containing under section 507 of the Act for mixing 
aureomycin; animal feed containing chlor- in such animal feed, it has been mixed in 
amphenicol; animal feed containing bacitra- accordance with the directions in the label- 
cin, Animal feed containing penicillin, ing of such certified drug, and the labeling 
streptomycin, dihydrostreptomycin, aureo- of the animal feed bears only the indica- 
mycin, chloramphenicol, or bacitracin shall tions and directions for use approved when 
be exempt from the requirements of sec- the drug was certified.”’ 
tions 502 (1) and 507 of the Act under the 
following conditions: 
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Some time ago a manufacturer of poultry medicinal preparations 
found that his coccal coccidiosis preventive containing the active drug 
ingredient 3-nitro-4-hydroxyphenyl arsenic acid had the ability, when 
administered in a much smaller dose, also to stimulate growth in grow 
ing chicks and turkey poults. The results of the manufacturer's original 
experimental work were confirmed by the poultry nutritionists of the 
Bureau of Animal Industry, United States Department of Agriculture 
These poultry nutritionists also found that certain other organic arsenk 
compounds, including arsanilic acid and sodium arsanilate, would pro- 
duce the same growth-stimulating results when added in very small 


amounts to complete poultry feeds. 


Soon after publication of these results, poultry raisers began to 
make demands upon feed manufacturers to incorporate these small 
amounts of organic arsenic compounds in ready-to-use poultry feeds 
This raised a question among state feed-law-enforcing officials and the 
Food and Drug Administration as to whether or not a feed containing 
an organic arsenic compound for stimulating growth would be an 


adulterated food as defined by the Federal Food, Drug, and Cosmetic 


\et. Since pharmacologists agree that orgamic arsenic compounds are 


poisonous or deleterious substances, there was no alternatiy 
ing a decision that a feed to which an organic arsenic compound is 
added would be an adulterated food as defined by the Act. We then 
had to ask ourselves if these arsenicals would fit the term “drug” when 
added to a feed base and represented for stimulating the rate of growth 
In the light of the statutory definition of the term, it was not difficult 
to reach a decision that products of this nature would be drugs as de 
fined. Decause of their newness for the specified purpose, the Food 
and Drug Administration had to regard such feeds containing organic 


arsenic compounds as new drugs as legally defined in the Act. 


Requirement of Appropriate Labeling of Arsenica!s 


In the case of a new drug, the Act provides opportunity for filing 
an appheation based primarily on convincing evidence of the drug’ 
safety under prescribed conditions of use. On such a basis, the Food 
and Drug Administration has permitted to become etiective a large 
number of new-drug applications for appropriately labeled drug prod 
ucts consisting ef small amounts of organic arsenic compounds 


thoroughly and carefully mixed in feed bases. It seems almost un 
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believable that these many new-drug applications were submitted by 
manufacturers who, in most instances, deal exclusively in feeds. These 
products should be designated by names which show that they are 
arsenical mixtures for stimulating growth in poultry. Their labels 
should also bear a prominent quantitative declaration of the particular 
organic arsenic compound used, under the heading “Active Drug In- 
gredient.” While the experimental data submitted with the new-drug 
applications did show some accumulation of arsenic in the edible 
tissues of the birds, the quantity thus accumulated was on a border 
line with the tolerance allowed for spray residue on fruits. However, 
we have insisted on the appearance of a warning statement in the 
labeling of these products to the effect that the use of the articles 
must be discontinued at least five days before slaughtering the birds 
for human consumption to allow for elimination of the drug from the 
edible tissues. This requirement had its basis in the experimental data 
which did show elimination of most of the arsenic accumulated in the 
edible tissues of the birds in the five days following discontinuation of 
the medication. Incidentally, this same type of warning appears in the 
labeling of most coccidiostatic or coccidiosis-preventive preparations 
which are given on a continuous feeding method. Some manufacturers 
of certain coccidiostatic drugs have submitted satisfactory evidence with 
their new-drug applications which shows that there is no accumula- 
tion of their particular drugs in the edible tissue of birds which receive 
the medication continuously. In these instances we have not required 
the warning statement discussed above. 


Other Drugs Intended to Produce Physiological Changes in 
Animals and Poultry 


A number of other drugs have been developed to promote fattening, 
stimulate increased milk or egg production, or bring about other 
physiological changes in farm animals. For example, thiouracil, a 
very potent drug, has been proposed for use to promote fattening of 
swine and poultry. Iodinated casein compounds, having thyroid-like 
activity, have been reported as being capable of stimulating increased 
milk production in dairy cows and the rate of growth of young poultry 
and swine. As-yet-unacceptable proposals to feed diethylstilbestrol 
and other synthetic estrogens to tenderize poultry are other examples. 
These types of drugs are regarded as poisonous or deleterious sub- 
stances which, when added to a feed, result in an adulterated food un- 
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der Section 402 (a) of the Federal Food, Drug, and Cosmetic Act as 
previously explained. These compounds are intended to affect the 
structure or function of the body of animals. They are therefore re 
garded as new drugs for which adequate evidence of their safety, 
as required by Section 505 of the Act, should be submitted before they 
can be legally shipped in interstate commerce. 


We have received a few new-drug applications for thiouracil to be 
added to feeds as an active drug ingredient to promote fattening of 
poultry and swine. After several conferences with the manufacturers, 
we were not satisfied that they had sufficient evidence to show that the 
treated animals were safe for human consumption. This led to publica 
tion in the Federal Register of December 4, 1948, of a notice to manu 
facturers, packers and distributors of veterinary preparations and 
animal feeds. This notice, in part, states: 

In considering a new-drug application for a product intended to effect 
physiological changes in farm animals, the Federal Security Agency will regard 
the absence of satisfactory evidence showing that the meat or other food obtained 
from animals fed the drug is entirely free of any poisonous or deleterious ingredi 
ent resulting therefrom at the time of marketing as ground for refusal to make 
the application effective. 

Insofar as we know at the present time, thiouracil is not being 
marketed for this purpose but is available for experimental purposes 
only. 


Several new-drug applications are effective for use in feed bases 
of iodinated casein compounds for stimulating increased milk produc 
tion in dairy cows and for stimulating the rate of growth in young 


poultry and swine. We were convinced by the experimental data sub 
mitted by the manufacturers that the milk from treated cows would be 
safe for human consumption and that there is no accumulation of the 


drug in the edible tissues of poultry and swine. 


Diethylstilbestrol and Other Synthetic Estrogens for 
Tenderizing and Fattening Poultry 


It is common knowledge today that the Food and Drug Adminis 
tration has permitted to become effective several new-drug applications 
for 15-milligram pellets of diethylstilbestrol for use in poultry. These 
pellets, which are intended for tenderizing and fattening purposes, are 
to be implanted high up in the neck tissues in such a way that any un 
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absorbed portion or residue would be discarded with the heads of 


birds. The Administration has not permitted any new-drug applica 
tions to become effective for diethylstilbestrol or other synthetic 
estrogens to be mixed in the feed of poultry or livestock, since no 
satisfactory experimental data which show that the treated birds are 
free of the drug at the time of slaughter have been submitted. Our 
investigation of the marketing of birds which had been implanted with 
diethylstilbestrol pellets did show several instances of careless im 
plantation in which the pellets were located far below the base of the 
skull in the edible portions of the neck and at least one instance tn 
which more than one pellet had been used. We therefore instituted 
seizure actions to remove from the market a number of shipments of 
such carelessly implanted poultry. Recent investigations have shown 
that these actions had a corrective effect on such practices throughout 
the country. We are currently engaged in a study involving even those 
birds which are properly implanted, but at this time we do not have 
evidence that the flesh of such birds offers any hazard to human health. 


Assaying for the Future 


In conclusion, it may be stated that whether we like it or not, 
administration of therapeutic doses of drugs through means of com 
plete feeds or feed supplements to large numbers of animals for the 
prevention or control of outbreaks of disease seems to be here to stay. 
While administration of drugs through means of the drinking water 
would be ideal, particularly in the case of sick animals which do not 
always eat, methods of watering and palatability of the medicated water 
causing fluctuations in individual water consumption are factors which 


must be considered. [The End] 


¢ FDA'S MONTHLY REPORT OF SEIZURES ¢ 


Evidence obtained by factory inspections plaved a leading role in 
the conviction of a macaroni-manufacturing company, of Seattle, and 
its president, for shipping filthy food prepared in an insanitary plant, thx 
Food and Drug Administration said on January 23, 1953, in making 
public its report of December court cases. Federal Judge Edward P 
Murphy imposed fines totalling $10,000. 


FDA reported seizure of 179 shipments of foods, drugs, devices and cos 
metics in December. Unfit foods accounted for 109 actions and aggre 
gated 1,614,003 pounds in volume. Forty-nine food shipments were 
removed from the market to protect consumers’ pocketbooks. Fourteen 
drug preparations, five device shipments and two cosmetics were seized. 





Import Control 


Under Federal Laws 
By F. K. KILLINGSWORTH 


The Regulations Issued on May 25, 1951, Are Interpretive of 
Section 801 of the Act. The Revision Was Necessitated by the 
Amendment of Section 801 by Public Law 360 on October 18, 1949 


... PURPOSE of this report is to bring up to date two previous 
articles* on this subject. However, this note will cover only 
those changes affecting the Federal Food, Drug, and Cosmetic Act 

and its enforcement. Since the publication of the first supplement last 


May, there has been only one development which merits attention. 


New Regulations Under Section 801 of Act 
On May 25, 1951, there was published in the /ederal Register a 


complete new set of regulations dealing with imports and exports. 


'2 FOOD DRUG COSMETIC LAW ““(b) The term ‘chief of district’ means 
QUARTERLY 498 (1947); 5 FOOD DRUG the chief of the district of the Food and 
COSMETIC LAW JOURNAL 205 (1950). Drug Administration having jurisdiction 

52 Stat. 1040, 21 USC Sec. 321, and over the port of entry through which an 
following article is imported or offered for import 

'**Sec. or such officer of the district as he may 

‘1.315 Definitions. designate to act in his behalf in administer 
.316 Notice of sampling ing and enforcing the provisions of section 
317 Payment for samples 801 (a), (b), and (c).? 

318 Hearing. (' For a list of districts of the Food and 
319 Application for authorization. Drug Administration, see the Federal Reg 
320 Granting of authorization. ister of May 1, 1951 (16 F. R. 3817).) 

321 Bonds. $1.316 Notice of sampling. When a 
322 Costs chargeable in connection = campie of an article offered for import has 
with relabeling and reconditioning been requested by the chief of district, the 
inadmissible imports, collector of customs having jurisdiction 

“Authority: §$ 1.315 to 1.322 issued under over the article shall give to the owner or 
secs. 371, 381, 52 Stat. 1040, 1055, a consignee prompt notice of delivery of, or 
amended; 21 U.S. C. 371, 381. intention to deliver, such sample Upon 

“Imports and Exports receipt of the notice, the owner or con 

“$1.315 Definitions. For the purposes signee shall hold such article and not dis- 
of the regulations prescribed under section tripnute it until further notice from the 
801 (a), (b), and (ec) of the Federal Food, chief of district or the collector of customs 
Drug, ——— Act: > aie Sena of the results of examination of the sample 
me. Pn aos ee pad the rights of a “$ 1.317 Payme we for samples, The Food 
consignee under the provisions of sections and Drug Administration will pay for all 
483, 484, and 485 of the Tariff Act of 1930, /!mport samples which are found to be in 
as amended (19 U. S. C. 1483, 1484, 1485) (Footnote continued on next page) 
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These new regulations are interpretive of Section 801 of the Act. 
They replace the regulations which have been in effect with little 
change since 1906. When the Federal Food, Drug, and Cosmetic Act 
of 1938 was enacted by Congress, these regulations were reissued 


almost without change. They were both interpretive of the law and 


directional in nature, containing detailed methods of procedure of 
interest primarily only to the Bureau of Customs and the Food and 


Drug Administration. 


Much of their content was of little interest to 


either the importers or to practicing attorneys. 


(rootnote continued from preceding page) 
compliance with the requirements of the 
Federal Food, Drug, and Cosmetic Act. 
Billing for reimbursement should be made 
by the owner or consignee to the Food 
and Drug Administration district head- 
quarters in whose territory the shipment 
was offered for import. Payment for 
samples will not be made if the article is 
found to be in violation of the act, even 
though subsequently brought into compli- 
ance under the terms of an authorization 
to bring the article into compliance or 
rendered not a food, drug, device, or cos- 
metic as set forth in § 1.319. 

“$1.318 Hearing. (a) If it appears that 
the article may be subject to refusal of 
admission, the chief of district shall give 
the owner or consignee a written notice to 
that effect, stating the reasons therefor. 
The notice shall specify a place and a 
period of time during which the owner or 
consignee shall have an opportunity to 
introduce testimony. Upon timely request, 
giving reasonable grounds therefor, such 
time and place may be changed. Such tes- 
timony shall be confined to matters rele- 
vant to the admissibility of the article, 
and may be introduced orally or in writing. 

“(b) If such owner or consignee submits 
or indicates his intention to submit an 
application for authorization to relabel or 
perform other action to bring the article 


into compliance with the act or to render 
it other than a food, drug, device, or cos- 
metic, such testimony shall include evi- 
dence in support of such application. If 
such application is not submitted at or 
prior to the hearing, the chief of district 
shall specify a time limit, reasonable in the 
light of the circumstances, for filing such 
application. 

**$1.319 Application for authorization 
Application for authorization to relabel or 
perform other action to bring the article 
into compliance with the act or to render 
it other than a food, drug, device, or cos- 
metic may be filed only by the owner or 
consignee, and shall: 

**(a) Contain detailed proposals for bring- 
ing the article into compliance with the 
act or rendering it other than a food, drug. 
device, or cosmetic. 

““(b) Specify the time and place where 
such operations will be carried out and the 
approximate time for their completion 

“*$1.320 Granting of authorization. (a) 
When authorization contemplated by § 1.319 
is granted, the chief of district shall notify 
the applicant in writing, specifying: 

“*“(1) The procedure to be followed: 

(2) The disposition of the rejected arti- 
cles or portions thereof: 

(3) That the operations are to be car- 
ried out under the supervision of an officer 


(Footnote continued on next page) 
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The new regulations are of the same nature as are the regulations 
issued under the rest of the Act, that is, they are strictly interpretive 


of the Act itself. 


The other material, which has been deleted, has been 


revised and incorporated into a manual issued to customs and food and 


drug officers. 


The need for revision had been recognized for a long time, and 


steps towards revision were begun early in 1947. 


The first draft was 


complete and was ready for publication in 1949 when Congress enacted 


Public Law 360 (Eighty-first Congress) on October 18, 1949. This act 


amended Section 801 of the Act. 


Its passage required a complete 


revision of the regulations, which were on the verge of publication. 


(Footnote continued from preceding page) 
of the Food and Drug Administration or 
the Bureau of Customs, as the case may be; 

(4) A time limit, reasonable in the light 
of the circumstances, for completion of the 
operations; and 

(5) Such other conditions as are neces- 
sary to maintain adequate supervision and 
control over the article. 

“(b) Upon receipt of a written request 
for extension of time to complete such 
operations, containing reasonable grounds 
therefor, the chief of district may grant 
such additional time as he deems necessary 

“(c) An authorization may be amended 
upon a showing of reasonable grounds 
therefor and the filing of an amended ap- 
plication for authorization with the chief 
of district 

“(d) If ownership of an article covered 
by an authorization changes before the 
operations specified in the authorization 
have been completed, the original owner 
will be held responsible, unless the new 
owner has executed a bond and obtained 
a new authorization. Any authorization 
granted under this section shall supersede 
and nullify any previously granted authori- 
zation wtih respect to the article. 

“$1321 Bonds. The bonds required 
under section 801 (b) of the act may be 
executed by the owner or consignee on the 
appropriate form of a customs single-entry 
or term bond, containing a condition for 
the redelivery of the merchandise or any 
part thereof upon demand of the collector 
of customs and containing a provision for 
the performance of conditions as may 
legally be imposed for the relabeling or 
other action necessary to bring the article 
into compliance with the act or rendering 
it other than a food, drug, device, or cos- 
metic, in such manner as Is prescribed for 
such bond in the customs regulations in 


force on the date of request for authoriza 
tion. The bond shall be filed with the 
collector of customs. 

“$1.322 Costs chargeable in connection 
with relabeling and reconditioning inadmis- 
sible imports. The cost of supervising the 
relabeling or other action in connection 
with an import of food, drugs, devices, or 
cosmetics which fails to comply with the 
Federal Food, Drug, and Cosmetic Act 
shall be paid by the owner or consignee 
who files an application requesting such 
action and executes a bond, pursuant to 
section 801 (b) of the act, as amended. The 
cost of such supervision shall include, but 
not be restricted to, the following 

(a) Travel expenses of the supervising 
officer. 

““(b) Per diem in lieu of subsistence of 
the supervising officer when away from his 
home station, as provided by law 

“(c) Services of the supervising officer 
to be calculated at a flat rate of $3.00 per 
hour (which shall include administrative 
expense), except that such services per- 
formed by a customs officer and subject 
to the provisions of section 5 of the act of 
February 13, 1911, as amended (19 U. S.C 
267). shall be calculated as provided in 
that act 

“*(d) Services of analyst, to be calculated 
at a flat rate of $3.50 per hour (which shall 
include the use of the chemical laboratories 
and equipment of the Food and Drug 
Administration) 

“(e) The minimum charge for services of 
supervising officers and of analysts shall be 
not less than the charge for 1 hour, and 
time after the first hour shal! be computed 
in multiples of 1 hour, disregarding frac- 
tional parts less than '™% hour. 

“Effective date. This order shall become 
effective on the date of publication in the 
Federal Register.”’ 
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The amendment, known as the Crosser Act, gave legislative sanc- 
tion and recognition to the long-standing practice of the Food and 
Drug Administration of permitting the reconditioning of detained im- 
port shipments. Although there was no express authorization in 
either the Food and Drugs Act of 1906 or the Food, Drug, and Cosmetic 
Act of 1938, the Food and Drug Administration had always per- 
mitted administratively the relabeling, reconditoning, sorting, denatur- 
ing or diversion to nonfood or drug uses of detained import shipments 
under the direct supervision of its inspectors. The procedure was 
similar to that used for shipments seized under Section 304 of the Act 
and reconditioned under the supervision of the court. (The actual 


supervisory duty was exercised by inspectors of the Food and Drug 
Administration.) The purpose in both types of actions was the same, 
that is, the saving of valuable merchandise and the avoidance of waste. 
The amendment also gave the Food and Drug Administration the 
right to assess the supervisory costs to the importers. This was not 
possible before, and, as a result, we had the anomalous situation where- 


by the owner of seized merchandise paid supervisory costs and the 


owner of detained merchandise did not. 

The forms and notices used in connection with the enforcement 
of Section 801 are now being revised and will be in use in the near 
future. 

There have been no court decisions interpreting Section 801 dur 
ing the past year. 

The oleomargarine amendment to the Act * applies to imported 
oleomargarine as well as to oleomargarine of domestic origin. It has 
had little effect, since only a small amount of oleomargarine is im- 
ported into the United States. Small shipments from the Philippines 
are occasionally imported into Puerto Rico. 

The Durham-Humphrey Amendment ® likewise applies to im- 
ported drugs as well as to drugs of domestic origin. 

These amendments have been so thoroughly discussed in numer- 
ous articles in the JouRNAL and elsewhere that they are listed only by 
name here, since the purpose of these supplements is to outline devel- 
opments which are primarily concerned with the control of imports. 


[The End] 





*P. L. 459, 8lst Cong., effective July 1, *P. L. 215, 82d Cong., approved October 
1950. 26, 1951, and effective April 26, 1952. 





The Food 
and Drug Administration: 


SOME OF ITS IMPORTANT LITTLE-KNOWN ACTIVITIES 


By HUGO MOCK 


The Author Siates It to Be His Purpose to Show that in Many Re- 
spects the Best Protector of the Consumer in the Field of Foods, 
Drugs and Cosmetics Clearly Is the Food and Drug Administration 


N GENERAL, the public thinking of the Food and Drug Adminis 
I tration is that here is another one of those government depart 
ments which is helpful and instructive at times, sometimes annoying 
when it steps on specific toes, but deserving of no special comment 
The public is apt to think of it as just another agency under govern 
ment control, as it thinks of the department of water supply or the 
post office, without attributing to it any special characteristi It 
may be worthwhile to analyze this background a little further and to 
probe a little deeper into the facts. 

\ reading of the Federal Food, Drug, and Cosmetic f 1938 
gives the natural impression that the principal function of the law ts 
to prevent the adulteration or misbranding of foods, drugs and cos 
metics. Indeed, it cannot be gainsaid that this function it performs 
admirably, but, actually, the Food and Drug Administration has exer 
cised a much wider authority, as in these three basic industries it has 
assumed the role of representing the average consumer who has no 
special spokesman in Washington, despite the voluble promises of 
the politicians. 

We have all heard of consumers’ unions which have been organ 
ized from time to time to represent the consumer, and it was only 
recently that Senator Gillette of Lowa proposed the organization of a 
special Congressional committee to represent consumer interests 

It is the purpose of this paper to show that in many respects the 
best protector of the consumer in the field of foods, drugs 


metics is the Food and Drug Administration 


121 





PAGE 122 FOOD DRUG COSMETIC LAW JOURNAL-—FEBRUARY, 1953 


The Author Is Counsel for 
the Toilet Goods Association 





Unlike the Internal Revenue Bureau, or other federal agencies, 
the Food and Drug Administration has never had any outside objec 
tives except to protect the public health and the public interests, but, 
what is more important, in many of its activities it has acted strikingly 
as an impartial arbiter between industries. 


A few examples will make the matter clearer. 


The Durham-Humphrey Bill regulating prescription drugs and 
indicating with finality which drugs may be sold over the counter and 
which may be sold only on a physician’s prescription was pending in 
Congress for a long time, and it is conceded that it is an important and 
necessary piece of legislation. Here is a typical contest between two 
opposing industries, each competing for more authority—the medical 
profession to enlarge the scope of its power and a branch of the drug 
field to avoid as much as possible the restriction and sales of its prod 
ucts over the counter. This is one instance where the work of the 
Food and Drug Administration as impartial arbiter between industries 
is invaluable. 


No great imagination is needed to see what great commercial 
prizes are at stake between these contending industries. It is the 
delicate job of the Food and Drug Administration to decide just how 
far Mr. Average Citizen (and this includes women and children) can 
be trusted in selecting his own drugs for self-medication. 


If the Administration is too rigid in denying the opportunity of 
self-medication, a vast segment of our citizens in our least affluent 
strata may be deprived of help. On the other hand, how dangerous it 
would be if the Administration were too lenient in permitting the 
promiscuous use of dangerous drugs. Indeed, the choice and balance 
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between these alternatives in numerous instances must require much 
soul searching on the part of the Food and Drug Administrator. 


Need for Caution in Approach and for Adequate 
Clinical Evidence Supporting Safety 
and Efficacy 

These are not imaginary or exaggerated dangers, and frequently 
even competent medical advice will not provide the proper answer 
Medical literature is full of instances where new remedies have been 
applauded for months as safe and useful, and, suddenly, slowly accu- 
mulated clinical evidence proves otherwise. The popular magazines 
and newspapers flood the country with new and sensational discoveries, 
with the result that the physicians themselves are bombarded with 
thousands of appeals to try these new remedies. A casual reference 
to the history of salvarsan, the sulfa drugs, the antibiotics and, more 
recently, the newspaper accounts of cures for tuberculosis will illus 
trate this point. 

Serene above the public clamor of press, magazines, drug manu 
facturers and physicians alike sits the Food and Drug Administrator 
with the delicate job of deciding whether the new drug is safe and 
whether it can be sold without a prescription. 

The Food and Drug Administration has had jurisdiction over cos 
metics only since the passage of the present food and drug law in 1938 
\s a result, the Administration has had the job of deciding some con 
flicts between the medical profession and the cosmetic industry. 


Material Side of Medical Practice 

In many of its aspects, the medical profession is the noblest ex 
ample of our civilization, but there is a material side to the practice of 
medicine, exemplified by the American Medical Association with its 
multiform activities. It must be remembered also that every craft 
and profession is jealous of its prerogatives. Bar associations scruti 
nize very jealously the activities of notaries and accountants; barbers 
want all barbers licensed; and there is an unceasing struggle between 
those licensed to practice medicine and outside healers represented by 
chiropractors, osteopaths, bone setters and others. As far as cos 
metics are concerned, the disputed territory is the joint field of the 
dermatologist and the cosmetician. 

One can recall the blast of Dr. Fishbein of the American Medical 


Association many years ago which in one day practically destroyed 
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the good will of one of the first hormone preparations offered for public 
sale—nearly every department store in the country stocking the prepa 
ration threw it out immediately upon the appearance of Dr. Fishbein’s 
article. There was a multimillion dollar suit against Dr. Fishbein and 
the American Medical Association which was settled, but it took man) 
years of careful promotion to revive the good will which was destroyed 
overnight. 

Of particular interest is the fact that ever since that time we have 
had many eminent dermatologists still advocating that hormone prepa 
rations for the complexion should be sold only on prescription. This, 
despite the fact that the Food and Drug Administration after a careful 
screening of the facts found these hormone preparations offered for 


department-store sale harmless. Similarly, the medical profession 
would much prefer all skin ailments, whether acne, athletes 
other conditions of the skin, to be treated only by physicians, which, 
theoretically, might be an ideal solution but which would be utter!) 
impractical. There are many minor ills where both the farmer and 


foot or 


the city dweller want quick, simple and inexpensive remedies. 

It is because of these situations arising from the competition 
between industries that the country is to be congratulated on the 
career of the Food and Drug Administration as impartial arbiter 
between them. 

This paper would not be complete without a mention of the food 
industry also, where the Food and Drug Administration has carefully 
protected the public from the use of saccharin in beverages, of pre 
servatives in food and of mineral oil in salad dressings. 

\nother source can here be quoted. A noted executive, Dr. 
Klumpp, said in a public address recently: “There is a solid integrity 
that runs through the entire organization of the Food and Drug 
\dministration,” 

In these times we hear much of an “invisible government” i1 
Washington. The Food and Drug Administration has been so quict 
in its operations that it might almost be designated as an invisible 
branch of the government, but in a beneficent sense, and it would Ix 


well for the public to increasingly recognize that fact. 


Summary 


These tunctions of the Food and Drug Administration are n 
specifically set forth in the substantive law (the Food and Drug Act 
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of 1938), yet they are an important part of the work of the Food and 


Drug Administration for two reasons: 


First, in the pioneering atmosphere of the American people wh 
a i 


are always wanting to try new foods, drugs and cosmetics, it is highly 


desirable to have a governmental supervisory body which can exam 


these new products objectively and has no axe to grind except to pro 


tect the consuming public. 


Second, in the present agitation, the force of which the write: 


cannot appraise, for socialized medicine, it is again valuable to have 


experts view the contending forces with detachment, for it is they 


who are likely in the future to contribute something to the solution of 


this problem. 


[The End] 


REPORTS TO THE READER—Continued from page 68 
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completion of the hearing, the Admin- 
istrator shall notify the applicant of his 
action in approving or refusing to ap- 
prove the request or supplemental re- 
quest. If the Administrator finds that 
(1) the investigations, reports of which 
are required to be submitted to him 
pursuant to subsection (b), do not in- 
clude adequate tests by all methods 
reasonably applicable to show that the 
cosmetic chemical is not poisonous or 
deleterious, or if it is, that it is safe 
ior its intended use; or (2) the results 
of such tests show that the cosmetic 
chemical is poisonous or deleterious, 
and that it is unsate for such use or 
do not show that it is safe for such use; 
or (3) the methods of analysis for the 
quantitative determination of such cos- 
metic chemical in cosmetics, including 
animal tissues if stored therein, are in 
accurate or otherwise inadequate; or 
(4) he has insuificient information to 
determine whether the cosmetic chem- 
ical is poisonous or deleterious, or if it 
is, whether it is safe for such use, he 
shall refuse to approve the request or 
supplemental request. In determining 
whether to issue an order approving a 
request or supplemental request for the 
use of a cosmetic chemical and the 
quantity of such cosmetic chemical to 
be permitted in or on a cosmetic, the 
Administrator shall take into account 
the other ways in which the consumer 
may be affected by the same substance 
or other substances. The Administrator 
shall make his order, and any order 
issued under subsection ({), only after 
a review of the whole record and in 
accordance with the reliable, probative, 
and substantial evidence, and in any 
such order shall make detailed findings 
of the facts on which he based his 
order. Such orders shall be subject to 
judicial review in accordance with the 
provisions of section 701 (f). 


“(f) After notice to the applicant 
and affording him an opportunity for 
a hearing, the Administrator may issue 
an order suspending the approval of a 
request or supplemental request with 
respect to a cosmetic chemical if he 
finds that (1) experience in the use of 
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the cosmetic chemical, tests by new 
methods, or tests by methods not 
deemed reasonably applicable when the 
request or supplemental request was 
approved, show that the cosmetic chemi 
cal is unsafe for any use upon the basis 
of which the request or supplemental 
request was approved, or (2) the re- 
quest or any supplemental request con- 
tains any untrue statement of a material 
fact. ‘The applicant may at any time 
thereafter request an order terminating 
the suspension and the Administrator, 
if reasonable grounds therefor are shown, 
shall make a prompt investigation and 
afford the applicant an opportunity for 
a hearing. The Administrator shall 
terminate the suspension if he finds 
that adequate measures have been taken 
to comply with and maintain the pro- 
visions of the request or supplemental 
request, 

“(g) The Administrator shall pro 
mulgate regulation exempting from the 
operation of this section cosmetic chemi- 
cals intended solely for investigational 
use by experts qualified by scientific 
training and experience to investigate 
the safety of such cosmetic chemicals.” 

Sec. 7. This statute shall take effect 
six months after the date of its enact 
ment. 


H. R. 2245 

To amend the Federal Food, Drug, 
and Cosmetic Act by providing for the 
regulation of chemical additives in food. 

Be it enacted by the Senate and House 
of Representatives of the United States 
of America in Congress assembled, That 
section 201 of the Federal Food, Drug, 
and Cosmetic Act is amended by add 
ing the following paragraph: 

“(q) The term ‘chemical additive’ 
means any substance (including prod 
ucts resulting from changes in such 
substance after use) which (1) is in- 
tended for use (A) as a food, or (B) 
to preserve or alter any food or any 
characteristic of any food, or (C) as a 
pesticide or for any other purpose in 
producing, processing, packing, trans- 
porting, wrapping or holding food if 
such use is likely to result in the con- 
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tamination of the food; and (2) is not 
generally recognized, among experts 
qualified by scientific training and expe- 
rience to evaluate the safety of such 
substances, as having been adequately 
tested to show that it is not poisonous 
or deleterious, or is a poisonous or 
deleterious substance which is not gen- 
erally recognized among such experts 
as having been adequately tested to 
show that it is safe for an intended us¢ 
described in this paragraph.” 


Sec. 2. Section 407 of such Act shall 
hereafter be designated as section 408. 


Sec. 3. Section 301 of such Act is 
amended by changing “404 or 505” in 
subsection (d) to “404, 407, or 505”; 
and “404, 505, 506, 507, or 704” in sub- 
section (j) to “404, 407, 505, 506, 507, 
or 704”. 

Sec. 4. Section 304 of such Act is 
amended by changing “404 or 505” in 
subsections (a) and (d) to “404, 407, 
or 505”. 


Sec. 5. Section 402 (a) of such Act 
is amended by changing the period at 
the end to a semicolon and adding 
“or (7) if it bears or contains any 
chemical additive, unless the use of 
such chemical additive in the quantity 
present in or on such food has been 
approved pursuant to section 407.” 


Sec. 6. The following section shall be 
added to chapter IV of such Act: 


“CHEMICAL ADDITIVES 


“Sec. 407. (a) No person shall in- 
troduce or deliver for introduction into 
interstate commerce any chemical ad- 
ditive, unless the use of such chemical 
additive has been approved pursuant 
to subsection (¢) or (e). 


“(b) Any person may file with the 
Administrator a request for the issuance 
of an order approving the use of a 
chemical additive. There shall be sub- 
mitted to the Administrator as a part 
of the request (1) reports of investi- 
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gations which have been made to deter 
mine the acute and chronic toxicity and 
other potentiality tor harm otf the 
chemical additive; (2) a statement of 
the composition of the chemical ad- 
ditive; (3) a description of methods ot 
analysis for the quantitative determina 
tion of the chemical additive in or on 
food, including animal or plant tissues 
if stored therein; (4) such samples ot 
the chemical additive as the Adminis 
trator may require; (5) all directions, 
recommendations and suggestions pro 
posed for the use of the chemical 
additive; and (6) if the 
ditive 1s a poisonous or deleterious sub 
stance (A) a statement showing that 
the chemical additive is required in the 
production of food, (B) reports of 
investigations which have 
to show the quantities of the chemical 
additive, if any, remaining in or on the 
food, and (C) a description of adequate 


chemical ad 


been made 


methods of removal of excessive quanti 
ties of the chemical additive remaining 


in or on the food. 


“(c) After the use of a chemical 
additive has been approved, the apph 
cant file a supplemental reques! 
setting 
the directions, 
suggestions for the use of the chemical 
additive or in anv other information in 
the original request 


may 
forth any proposed change in 


recommendations and 


“(d) Unless the Administrator issues 
1 notice of hearing pursuant to sub- 
section (e) prior to the sixtieth day 
after the date on request o1 
supplemental request is filed, the re- 
quest or supplemental request shall be 


which a 


deemed to have been approved on said 
sixtieth day for the uses specified; but 
the Administrator may issue an order 
approving the request or supplemental 
request at an earlier date or may 
postpone the date on which the request 


or supplemental request shall be deemed 
to have been approved until such time 
(not more than one hundred and eighty 
filed) as the 
Administrator deems necessary to en- 


days after it has been 


able him to conduct the 


study and investigation 


necessary 
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“(e) Unless a request or supplemental 
request is approved as provided in sub- 
section (d), the Administrator shall 
give the applicant an opportunity for 
a hearing for the purpose of determin- 
ing whethei shall be 
approving the request or supplemental 
As soon as practicable after 
completion of the hearing, the Ad- 
ministrator shall notify the applicant of 
his action in approving or refusing to 
supplemental 
finds 


an order issued 


reque st 


reque t ofr 


ipprove the 
request. If the Administrator 
that (1) the investigations, reports of 
which are required to be submitted to 
him pursuant to subsection (b), do not 
include adequate tests by all methods 
reasonably applicable to show that the 
chemical additive is not poisonous or 
deleterious, or if it is, that it is safe and 
required for its intended use; or (2) 
the results of such tests show that the 
chemical additive is poisonous or del- 
eterious, and that it is unsafe or not 
required for such use or do not show 
that it is safe and required for such 
use; or (3) the methods of analysis 
for the quantitative determination of 
such chemical additive in or on food, 
including animal and plant tissues if 
therein, or the methods of re- 
moval of excessive portions, are inac 


stored 


curate or otherwise adequate; or (4) 
le has insufficient information to deter- 
mine whether the chemical additive is 
poisonous or deleterious, or if it is, 
whether it is and required for 
such use, he shall refuse to approve the 
request or supplemental request. In 
determining whether to issue an order 
supplemental 


safe 


approving a 
request for the use of a chemical ad 
ditive and the quantity of such chemical 
additive to be permitted in or on any 
food, the Administrator shall take into 
account the extent to which such sub 


request or 


stance is required in or on such food 
and the other ways in which the con 
affected by the 


other substances. 


Saine 
The 


his order, and 


sumer may be 
substance o1 


Administrator shall make 
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any order issued under subsection (1), 
only after a review of the whole record 
with the reliable, 


and in accordance 


probative and substantial evidence, and 


in any such order shall make detailed 
findings of the facts on which he based 
his order. Such orders shall be subject 
to judicial review in accordance with 
the provisions of section 701 (f). 


“(f) After notice to the applicant 
and affording him an opportunity for a 
hearing, the Administrator may issue 
an order suspending the approval of a 
supplemental request with 
additive if he 
the use 


request or 
respect to a chemical 
finds that (1) 
ot the chemical additive, tests by new 
methods, or by methods not 
deemed reason ibly applicable when the 
supplemental request was a] 

that the 
any 
request or supple 


experience in 
tests 


request or 
proved, show chemical ad 
unsafe for 
which the 
was approved, or (2) 
the request or any supplemental re- 
quest contains any untrue statement 
of a material fact. The applicant may 
at any time thereafter request an order 


ditive is use upon the 
basis ol 


mental request 


terminating the suspension and the Ad- 
ministrator, if reasonable grounds there- 
for are shown, shall make a prompt 
investigation and afford the applicant 
an opportunity for a hearing. The 
Administrator shall terminate the sus 
finds that adequate 
been taken to comply 


provisions of 


pension if he 
have 
with and maintain the 
the request or supplemental request 


measures 


“(g¢) The Administrator shall promul- 
gate regulations exempting from the 
operation of this section chemical ad- 
solely for investiga- 
qualified by 
experience to 


ditives intended 
tional use by 
training 
the satetv of such chemical 


experts 
scientific and 
nvestigatt 


additives.” 


effect 
date of its en 


Sec. 7. This statute shall take 


six months after the 


actment 


QO 
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